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This  text  is  designed  for  students  in  the  professional  years  of  fheir  pharmacy 
curricula.  The  purpose  of  fhis  book  is  fo  infroduce  sfudenfs  fo  a  variefy  of 
managerial  issues  facing  pharmacisfs  presenfly  and  in  fhe  fufure.  Through- 
ouf  fhe  fexf,  references  are  made  fo  changes  occurring  bofh  infernally  and 
exfernally  fo  fhe  profession.  Much  of  fhe  maferial  applies  fo  all  settings  of 
pharmacy  practice  —  communify,  hospifal,  indusfry  ambulatory  care,  and 
long-term  care.  Readers  should  nof  confine  fhemselves  fo  one  area  of  prac- 
fice;  rafher,  when  a  particular  setting  is  used  as  a  plafform  for  discussion, 
fhey  should  also  see  how  fhe  issue  manifesfs  ifself  in  anofher  seffing.  The 
concepfs  and  skills  underpirming  fhe  managemenf  of  human  resources,  drug 
disfribufion  sysfems,  formularies,  and  drug  use  evaluations  are  fransferable 
among  fhe  variefy  of  pracfice  seffings. 

The  chapfers  are  written  by  confribufors  wifhin  and  oufside  pharmacy 
pracfice.  As  such,  fhe  sfyle  of  wrifing  and  presenfafion  of  information  will 
vary  among  chapfers.  This  diversify  of  confribufors,  as  well  as  fhe  diversify 
of  wrifing  sfyles,  should  nof  be  considered  a  disfracfion,  buf  rafher  a  reflec- 
fion  of  fhe  complexify  of  managemenf  in  pharmacy  seffings. 

The  fexf  is  organized  info  fhree  sections.  The  foundafions  of  managemenf 
section  discusses  some  of  fhe  more  perfinenf  managerial  issues  facing  phar¬ 
macisfs.  Sfarfing  wifh  a  background  in  basic  managemenf  fheories  and  a 
defailed  discussion  of  sysfems  fheory  fhe  secfion  will  help  readers  develop  a 
foundation  on  which  fo  analyze  ofher  managerial  sysfems  encounfered  in 
pharmacy  pracfice.  The  sysfems  approach  will  allow  sfudenfs  fo  undersfand 
fhe  confexfual  relationships  among  seemingly  disparate  concepfs.  For  exam¬ 
ple,  fhe  discussion  of  professionals  and  fheir  roles  in  sociefy  is  juxfaposed  wifh 
discussions  of  organizational  designs  and  power.  Undersfanding  and  applying 
good  leadership  and  mofivafion  sfrafegies  will  enhance  fhe  professional’s 
abilify  fo  resolve  conflicf  and  recruif  and  refain  valuable  employees. 

In  fhe  second  secfion,  human  resources  discussions  are  followed  by  ofher 
fradifional  chapfers  on  accounting,  inventory  confrol,  and  purchasing.  These 
chapfers  begin  fhe  foundation  for  developing  profession-specific  concepfs, 
such  as  drug  formularies,  P&T  committees,  DUEs,  and  disease  managemenf. 
How  fechnology  can  help  in  fhe  flow  of  producfs  and  information  related 
fo  drugs  and  drug  use  is  fhe  basis  for  fhe  chapfer  on  eHealfh.  This  secfion 
is  designed  fo  help  fhe  reader  use  fhese  sysfems  and  solufions  fo  improve 


the  quality  of  care  through  reduced  medication  errors  and  improved  medi¬ 
cation  use. 

All  of  fhese  topics  serve  as  fhe  groundwork  for  fhe  final  section,  which 
describes  major  business  and  policy  changes  affecting  fhe  profession.  The 
secfion  begins  wifh  an  overview  of  fhe  currenf  U.S.  healfh  care  system, 
including  how  managed  care  and  pharmacy  benefif  managers  influence 
practice.  If  also  involves  a  discussion  of  pharmaceufical  care  as  a  system  and 
how  fhis  pracfice  philosophy  can  operate  wifhin  currenf  and  fufure  pracfice 
models.  These  topics  are  complemented  by  discussions  of  organizafions 
affecfing  pharmacy.  Chapters  are  dedicafed  to  accrediting  agencies  and  reg- 
ulafory  bodies,  professional  organizafions,  and  corporafe  compliance.  Lasfly, 
time  is  dedicafed  to  social  frends  affecfing  pharmacy,  such  as  fhe  diminishing 
workforce,  consumerism,  and  ofher  healfh  policy  decisions  impacting  fhe 
pracfice. 

The  overarching  infenf  of  fhis  fexf  is  to  give  sfudenfs  of  pharmacy  a 
broad  overview  of  fhe  complexifies  and  infricacies  inherenf  in  managing 
sysfems  in  pharmacy.  Regardless  of  sfudenfs’  pracfice  seffings,  knowledge 
of  fhese  principles  and  sfrafegies  will  aid  fhem  in  fheir  fransformafions  fo 
compefenf  and  confidenf  pracfifioners. 
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Introduction 

The  world  of  pharmacy  managemenf  is  changing  rapidly  The  myriad 
changes  in  fhe  healfh  care  sysfem,  including  managed  care,  long-ferm  care, 
and  assisfed  living  facilifies,  require  sfudenfs  of  pharmacy  fo  have  a  broad 
undersfanding  of  how  fhe  profession  fifs  in  fhe  currenf  and  fufure  healfh 
care  delivery  sysfems.  Along  wifh  healfh  care  sysfem  changes,  fhe  fradifional 
concepfs  of  leadership,  menforing,  organizational  design,  and  behavior  have 
also  changed  in  pharmacy  The  convenfional  nofion  of  a  pharmacisf  working 
in  a  refail  or  hospifal  pharmacy  is  no  longer  applicable:  pharmacisfs  are 
assuming  a  greafer  responsibilify  for  fhe  oufcomes  of  pafienfs  by  using 
newer  fechnologies,  such  as  elecfronic  prescribing,  robotics,  and  automation, 
coupled  wifh  more  direcf  pafienf  care  acfivify.  In  addition,  today’s  consum¬ 
ers  are  more  interested  in  self-managemenf,  fueled  by  fhe  Infemef  and  24/ 
7  information  availabilify.  This  age  of  consumerism  clearly  poses  new  chal¬ 
lenges  fo  pharmacisfs  of  fhe  fufure. 
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Managing  Pharmacy  Practice 


The  practice  of  management  is  key  to  the  successful  performance  of 
professional  responsibilities.  Managing  people,  information,  and  systems 
allows  the  creation  of  an  environment  suitable  to  carry  out  the  mission  of 
providing  pharmaceutical  care.  Often  considered  a  second-rate  subject  by 
pharmacists,  management  is  considered  by  students  to  be  less  important 
than  traditional  topics  such  as  pharmacology  or  pharmacotherapeutics. 
However,  without  the  organizational  structures  and  wherewithal  of  man¬ 
agement,  it  would  not  be  possible  to  carry  out  professional  duties.  Given 
that,  this  text  is  organized  to  help  students  understand  how  and  where 
management  fits  in  their  daily  lives  as  practicing  pharmacists. 

Management  theories 

The  theory  of  management  takes  a  variety  of  forms.  Classical  management 
deals  with  the  traditional  five  responsibilities  of  a  manager:  plarming,  orga¬ 
nizing,  directing,  coordinating,  and  controlling.  This  is  coupled  with  the 
science  of  management,  which  deals  with  studying  the  impact  of  people  and 
systems  on  productivity,  or  output.  In  pharmacy,  this  t5^ically  involves 
studying  how  to  minimize  waiting  times  for  customers  or  to  increase  the 
number  of  prescriptions  processed  without  increasing  staff.  Behavioral  man¬ 
agement,  in  contrast,  deals  with  organizational  and  individual  responses  to 
situations.  Instead  of  considering  workers  as  machines  and  attempting  to 
improve  productivity  through  improving  processes,  behavioral  management 
looks  at  environmental,  interpersonal,  and  group  interactions  and  their 
impacts  on  productivity.  Systems  management  involves  taking  a  holistic 
approach  to  all  aspects  involved  in  the  process  of  producing  a  product  or  a 
service.  This  theory  not  only  looks  at  processes  and  human  or  environmental 
influences  but  also  focuses  on  interactions  and  how  they  affect  the  organi¬ 
zation.  The  different  management  theories  are  discussed  in  this  chapter,  and 
the  concept  of  systems  theory  is  further  addressed  in  Chapter  2. 


Management  skills 

Managers  must  possess  specific  skills  in  order  to  effectively  manage  people, 
systems,  and  processes.  These  skills  are  technical,  interpersonal,  and  con¬ 
ceptual.  Technical  skills  relate  to  a  manager’s  knowledge  of  the  day-to-day 
operations  of  the  organization.  For  example,  a  pharmacist  has  the  technical 
skills  necessary  to  process  a  prescription  or  make  an  intravenous  solution. 
However,  in  the  course  of  the  day,  the  pharmacist  also  needs  interpersonal 
skills  to  communicate  with  patients  regarding  how  the  medication  should 
be  used,  with  technicians  on  how  best  to  prepare  the  medication,  or  with 
physicians  and  nurses  regarding  drug  therapy.  Lastly,  pharmacists  must  be 
able  to  conceptualize  their  roles  within  the  entire  health  care  system.  Phar¬ 
macy  is  but  one  part  of  how  patient  care  is  delivered.  For  example,  a  director 
of  pharmacy  within  a  hospital  must  understand,  conceptually,  how  the  entire 
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Time  - ^ 

Figure  1.1  Manager  skill  changes  during  career. 

pharmacy  department  integrates  with  other  departments  in  the  complex 
operation  of  a  hospital. 

As  a  pharmacist’s  career  progresses,  the  percentage  of  time  spenf  on 
fechnical,  inferpersonal,  and  concepfual  skills  changes.  There  is  a  need  for 
growfh  in  fhe  inferpersonal  and  concepfual  skills,  while  fhe  time  needed  for 
fechnical  skills  decreases  (Figure  1.1). 

Classical  theory  of  management 

The  process  of  management 

Henri  Fayol  believed  fhaf  managemenf  was  a  process  consisfing  of  five 
differenf  funcfions.  He  saw  a  manager’s  job  fo  include  fhe  processes  of 
planning,  organizing,  directing,  coordinating,  and  confrolling.  These  five 
funcfions  are  parf  of  classical  managemenf  fheory  and  are  af  presenf  impor- 
fanf  componenfs  in  fhe  daily  funcfions  of  a  manager. 

Planning 

The  plarming  process  is  designed  fo  help  fhe  organizafion  minimize  uncer- 
fainfy  in  fhe  fufure.  Plarming  helps  defermine  fufure  success  as  well  as 
anficipafe  pofenfial  pif falls.  Plarming  also  helps  fo  maximize  efficiency.  When 
an  organizafion  undersfands  where  resources,  people,  and  money  are  fo  be 
deployed,  if  can  make  fhe  besf  use  of  fhem  fo  accomplish  ifs  goals.  Plarming 
includes  considering  monfhly  as  well  as  armual  budgefs  and  anficipafed 
profifs.  This  involves  recognizing  fhe  pofenfial  revenue  an  organizafion 
expecfs  af  fhaf  poinf  of  fime  and  in  fhe  fufure,  as  well  as  expenses  associafed 
wifh  currenf  and  fufure  operations.  Along  wifh  fhe  budgefing  process,  plan¬ 
ning  also  enfails  identifying  and  preparing  for  fhe  appropriafe  mix  of  sfaff 
(pharmacisfs,  fechnicians,  ancillary  personnel)  and  fhe  hours  of  operafion  of 
fhe  currenf  and  fufure  pharmacy. 
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Table  1.1  Steps  in  the  Process  of  Planning 

•  Assess  the  situation. 

•  Determine  the  organization’s 

strengths. 

weaknesses. 

threats. 

opportunities. 

•  Review  (or  develop)  the  organization’s  mission. 

•  Determine  the  vision  for  the  organization. 

•  Develop  objectives  in  concert  with  the  mission  and  vision. 

•  Develop  implementation  plans  through  measurable  objectives,  budgets, 

schedules,  and  marketing. 


A  manager  engages  in  several  types  of  plarming  on  a  daily  basis.  First, 
strategic  plarming  is  the  process  of  charting  the  course  for  the  organization. 
This  type  of  plarming  considers  the  strengths  and  weaknesses  of  the  orga¬ 
nization  in  light  of  the  opportunities  and  threats  that  the  organization  may 
face  in  the  future.  Typically,  strategic  planning  attempts  to  plan  three,  five, 
or  ten  years  into  the  future.  Once  the  overall  direction  of  the  organization  is 
plarmed  through  this  process,  tactical  plarming  —  plans  that  carry  out  the 
strategic  plan  —  occurs.  Typically,  these  plans  come  in  the  form  of  long-term 
objectives,  which  are  measurable  achievements  by  which  the  organization 
and  all  its  members  can  benchmark  progress.  For  example,  a  retail  phar¬ 
macy’s  strategic  plan  may  include  an  initiative  to  become  a  leader  in  diabetes 
care  within  the  next  three  years.  To  accomplish  this  plan,  long-term  objectives 
are  needed  to  support  the  initiative.  These  objectives  could  include  having 
all  pharmacist-certified  diabetes  disease  managers,  constructing  a  patient 
counseling  area  supporting  patient  education,  and  redesigning  the  work 
flow  to  allow  pharmacists  to  perform  this  function.  Short-term  plarming 
involves  plarming  for  activities  within  the  upcoming  year  or  sooner.  Typical 
short-term  objectives  include  determining  hours  of  operation,  marketing 
plans,  and  monthly  and  armual  budgets.  The  process  of  planning,  in  partic¬ 
ular  strategic  planning,  incorporates  the  steps  listed  in  Table  1.1. 

Organizing 

Organizing  is  the  second  function  of  a  manager.  It  encompasses  assigning 
responsibilities  to  employees  and  determining  how  and  when  things  are  to 
be  accomplished.  One  of  the  primary  organizing  functions  is  to  determine 
the  organizational  chart.  This  chapter  reviews  briefly  some  basic  organiza¬ 
tional  theories;  the  ins  and  outs  of  organizational  charts  are  discussed  in 
greater  detail  in  Chapter  3. 

Most  organizations  today  are  based  on  the  scientific  management  theory, 
yielding  the  bureaucratic  model.  The  bureaucracy  is  the  t5^ical  organizational 
structure,  which  is  founded  on  the  principles  of  logic,  order,  and  legitimate 
authority.  The  characteristics  of  a  bureaucratic  organization  include  a  clear 
division  of  labor,  job  specialization,  a  hierarchy  of  authority  implemented 
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through  a  system  of  formal  policies  and  procedures,  fairness  in  applying  rules, 
and  a  career  ladder  by  which  individuals  have  fhe  opporfunify  for  promotion 
based  on  merif  and  accomplishmenfs  wifhin  fhe  organization.  Bureaucratic 
organizations  are  fypically  considered  mechanistic  in  nafure. 

Modem  fheories  of  organizations  suggesf  fhaf  one  organizafional  design 
is  insufficienf  and  fhaf  flexibilify  in  organizafional  design  is  imporfanf.  There 
should  be  little  hierarchy,  or,  if  if  does  exisf,  if  should  be  fluid.  There  should 
also  be  fewer  policies  and  procedures  and  more  overlap  in  job  responsibil¬ 
ities.  This  flexibilify  is  characferisfic  of  organic  sfrucfures  and  considers  fhe 
size  of  fhe  organization,  ifs  purpose  and  funcfion  wifhin  sociefy,  and  impor¬ 
fanf  exfernal  variables  (e.g.,  markef  forces)  fhaf  may  influence  fhe  organiza- 
fion.  Bofh  bureaucrafic  and  organic  organizations,  wifh  examples,  are  furfher 
discussed  in  Chapfer  3. 

Directing 

One  of  fhe  mosf  imporfanf  funcfions  of  a  manager  is  direcfing  —  leading, 
delegafing,  and  mofivafing  employees  fo  accomplish  fheir  jobs.  This  funcfion 
relies  primarily  on  fhe  inferpersonal  skills  of  a  manager  because  direcfing 
involves  dealing  wifh  people.  Furfher,  fhis  funcfion  includes  recruiting  and 
refaining  employees.  How  a  manager  inferacfs  wifh  employees,  or  prospec¬ 
tive  employees,  sefs  fhe  fone  for  fhe  culfure  of  an  organization.  Relafed  fo 
fhis  is  fhe  concepf  of  power  wifhin  an  organizafion.  Various  organizafional 
sfrucfures  lend  fhemselves  fo  granting  more  or  less  aufhorify  fo  an  individual 
manager,  buf  how  fhe  manager  uses  fhaf  power  is  key  in  direcfing  employees 
fo  carry  ouf  job  responsibilifies.  Chapfer  4  discusses  in  more  defail  power 
and  ifs  relafionship  fo  organizafional  design  and  aufhorify. 

One  of  fhe  primary  fasks  in  fhe  direcfing  funcfion  is  issuing  orders  or 
direcfives  fo  employees.  What  is  fo  be  ordered  sfems  from  fhe  scienfific  aspecf 
of  managemenf  and  how  if  is  fo  be  ordered  is  fhe  arf  of  managemenf.  One 
can  direcfly  give  orders,  or  one  can  delegafe  fhe  aufhorify  fo  accomplish  a 
fask  fo  a  subordinafe  as  a  means  of  direcfing.  The  risk  of  delegafing  is  fhaf 
fhe  job  may  nof  be  accomplished  exacfly  as  fhe  manager  expecfed  —  some- 
fimes  fhe  resulf  is  worse  fhan  expecfed  and  sometimes  if  is  better  fhan 
expecfed.  For  delegafion  fo  operafe  effecfively,  fhe  manager  musf  consider 
how  fo  mofivafe  and  lead  fhe  employee.  These  concepfs  are  furfher  deliber- 
afed  in  Chapfer  5. 

Coordinating 

Synchronizing  acfivifies  is  fhe  hallmark  of  coordinafion.  Wifhin  a  deparf- 
menf,  many  funcfions  fake  place  simulfaneously  or  in  sequence  fo  accom¬ 
plish  an  objecfive.  The  funcfion  of  fhe  manager  in  fhis  respecf  is  fo  bring 
fhese  acfivifies  fogefher  in  an  efficienf  and  effecfive  manner  fo  produce 
fhe  desired  oufpuf.  Coordinafing  acfivifies  include  corrective  actions,  in 
which  adjusfmenfs  fo  a  process  need  fo  be  made  fo  bring  abouf  fhe  ouf- 
come;  prevenfafive  acfions,  which  prevenf  problems  from  occurring;  and 
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promotive  actions,  in  which  relationships  are  developed  within  and  among 
departments  and  persormel. 

A  key  aspect  of  the  coordinating  function  is  managing  conflict.  Conflict 
arises  on  a  daily  basis  in  organizations.  Not  all  conflict  is  bad.  At  times,  conflict 
is  a  means  of  identifying  problems  and  presenfs  an  opporfunify  fo  improve. 
However,  poorly  managed  conflicf  can  have  serious  consequences  for 
employee  morale  and  customer  satisfaction.  One  way  fo  manage  conflicf  is 
using  teams  or  committees  fo  identify  and  resolve  problems  between  an  orga¬ 
nization’s  units.  Chapter  10  discusses  further  means  of  managing  conflicf. 

Controlling 

The  confrolling  funcfion  of  a  manager  is  regulafory  in  nafure,  by  which  fhe 
manager  assures  fhaf  fhe  funcfions  of  fhe  deparfmenf  are  progressing  in 
accordance  wifh  predefined  plans.  The  manager  reviews  fhe  plans  devel¬ 
oped,  defermines  fhe  performance  measures  needed  fo  assure  progress 
foward  fhe  goal,  compares  fhe  resulfs  of  fhese  measures  wifh  fhe  sfandards 
sef  in  fhe  plans,  and  affempfs  fo  make  adjusfmenfs,  fhrough  one  of  fhe  ofher 
funcfions,  fo  ensure  congruency  wifh  fhe  desired  oufcome. 

The  idea  of  managemenf  confrol  can  be  considered  in  a  variefy  of  sef- 
fings.  For  example,  fhe  manager  compares  fhe  acfual  performance  of  a  sys- 
fem  fo  fhe  plarmed  performance,  and  if  fhere  is  a  mismafch  fakes  correcfive 
acfion  so  fhaf  fhe  acfual  performance  meefs  fhe  planned  performance. 
Depending  on  whaf  fhe  manager  wanfs  fo  confrol,  a  variefy  of  confrol 
devices  can  be  used,  such  as  budgef  reporfs,  performance  appraisals,  or 
opinion  polls.  These  varied  devices  provide  a  measure  of  performance  — 
profifs  or  expenses  fhrough  budgef  reporfs;  producfivify  of  workers  fhrough 
performance  appraisals;  and  consumer  satisfaction  fhrough  opinion  polls. 
Several  of  fhese  confrol  devices  are  discussed  in  lafer  chapters. 

The  science  of  management  (aka  Taylorism) 

Until  fhe  early  1900s,  managers  used  infuifion  and  pasf  experiences  fo  man¬ 
age  people  and  processes.  However,  F.W.  Taylor  revolutionized  fhe  process 
of  managemenf  fhrough  his  publicafion  of  “Scientific  Managemenf”  in  1911. 
In  his  proposal,  Taylor  suggesfs  fhaf  workers  underperform  primarily 
because  of  how  work  is  organized  and  how  if  is  supervised  and  directed  by 
managemenf.  Taylor  faughf  fhaf  fhere  is  only  one  mefhod  of  work  fhaf 
maximizes  efficiency,  “and  fhis  one  besf  mefhod  and  besf  implemenfafion 
can  only  be  discovered  or  developed  fhrough  scientific  sfudy  and  analysis.” 
The  main  fhrusf  of  his  freafise  focuses  on  breaking  fasks  down  info  smaller, 
repetitive  activities  fhaf  can  be  accomplished  by  well-f rained  workers.  These 
fasks  should  be  sfandardized  and  placed  in  fhe  mosf  efficienf  order  fhaf 
would  fake  fhe  leasf  amounf  of  fime  fo  produce  fhe  desired  oufpuf.  Lasfly, 
workers  should  be  mofivafed  fo  produce  more  fhrough  a  sysfem  of  rewards 
based  on  producfivify  and  oufpuf.  This  fheory  led  fo  fhe  developmenf  of 
fhe  assembly  line  process  used  wifhin  many  organizations  foday. 
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Behavioral  theory  of  management 

Also  known  as  human  relations  theory,  behavioral  theory  developed  as  a 
consequence  of  the  application  of  fhe  scienfific  fheory.  In  fhe  lafe  1920s,  Elfon 
Mayo  conducfed  individual  producfivify  experimenfs  af  fhe  Hawfhorne 
Works  planf  of  fhe  Wesfern  Elecfric  Company  (Reshef,  Elton  Mayo  &  the 
Human  Relations  Movement).  By  varying  environmenfal  condifions  such  as 
lighfing,  resf  breaks,  and  lengfhs  of  workdays,  Mayo  affempfed  fo  defermine 
which  condifions  were  conducive  fo  fhe  mosf  efficienf  producfivify.  The 
experimenfs  failed  fo  defermine  which  condifions  were  besf  because  pro¬ 
ducfivify  improved  in  all  condifions.  Lafer  sfudies  showed  fhaf  group 
dynamics  influenced  fhe  oufpuf;  fhaf  is,  when  coworkers  puf  pressure  on 
ofhers  fo  decrease  or  increase  oufpuf,  fhe  group  norm  fook  precedence. 
Eurfher,  when  supervisors  were  wafching  workers  or  when  individuals  were 
singled  ouf  fo  perform  fasks  af  a  higher  level,  producfivify  improved.  This 
“Hawfhorne  effecf”  demonsfrafed  fhaf  producfivify  is  influenced  by  fhe 
sif nation  and  nof  necessarily  by  fhe  rewards  or  condifions  of  fhe  job. 

These  findings  led  fo  fhe  developmenf  of  Douglas  McGregor’s  Theory 
X  and  Theory  Y  managemenf.  Theory  X,  a  basic  assumpfion  of  bureaucrafic 
organizations,  assumes  fhaf  people  inherenfly  dislike  work,  musf  be  coerced 
and  fhreafened  fo  do  fhe  job,  avoid  responsibilify  and  have  few  career 
ambifions.  Theory  Y,  in  confrasf,  looks  af  workers  as  individuals  willing  fo 
work  and  accepf  responsibilify  and  as  capable  of  self-direcfion  and  confrol. 
If  also  considers  fhaf  fhe  expendifure  of  menfal  and  physical  energy  af  work 
is  fhe  same  as  af  play. 

When  managers  subscribe  fo  eifher  of  McGregor’s  fheories,  fhe  Haw- 
fhome  effecf  comes  info  play,  fhus  creating  a  self-fulfiling  prophecy.  If  a 
manager  believes  fhaf  workers  musf  be  direcfed  and  coerced  info  performing 
dufies,  fhen  fhe  workers  will  conform  fo  fhose  expecfafions.  On  fhe  ofher 
hand,  if  a  manager  assumes  a  Theory  Y  sfance,  fhen  fhe  workers  will  also 
respond  accordingly. 

Eurfher  invesfigafions  sfemming  from  fhe  psychological  liferafure  sur¬ 
round  fhe  mofivafional  aspecfs  of  managemenf.  Abraham  Maslow  (1943) 
developed  fhe  fheory  of  human  needs  and  helped  spur  an  abundance  of 
fhoughfs  around  mofivafion  and  work  producfivify.  His  fheory  focuses  on 
fwo  basic  principles:  a  satisfied  need  is  nof  a  motivator  and  fhe  complexify 
of  needs  increases  as  prior  ones  are  satisfied,  i.e.,  needs  change.  Maslow 
identified  five  basic  needs  of  all  humans:  physiologic,  safefy,  social,  esfeem, 
and  self-acfualizafion.  His  fheory  suggesfs  fhaf  as  physiologic  needs  are 
safisfied  (e.g.,  food  and  wafer),  safefy  needs  become  fhe  primary  mofivafors 
for  individuals.  As  fhese  needs  are  safisfied,  social  needs  fake  precedence. 
If  makes  sense  fhaf  managers  should  help  employees  satisfy  needs  and 
remove  barriers  fo  employee  self-fulfillmenf.  All  fhis  musf  be  considered 
wifhin  fhe  confexf  of  fhe  organizafion  and  an  undersfanding  of  ofher  mofi¬ 
vafional  factors.  Ghapfer  5  discusses  how  fo  use  fhis  fheory  and  ofhers 
derived  from  fhe  human  relafions  managemenf  movemenf. 
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Figure  1.2  Relationship  between  the  classical  theory  and  the  systems  theory 

Systems  theory  of  management 

Systems  theory  provides  a  model  in  which  a  manager  can  understand  the 
interactions  among  various  components  of  an  organization.  In  contrast  to 
scientific  managemenf  which  analyzes  processes  by  breaking  fhem  info 
smaller  parfs,  sysfems  fheory  confends  fhaf  fhe  producf  of  a  sysfem  is  due  fo 
fhe  inferacfions  of  ifs  parfs  —  if  fhe  parfs  are  separafed,  fhe  sysfem  no  longer 
produces  fhe  desired  oufpuf.  Sysfems  fheory  fakes  a  holisfic  approach  insfead 
of  an  analytical  approach  fo  better  imdersfand  fhe  factors  affecting  fhe  desired 
oufpuf.  If  one  of  fhe  componenfs  of  fhe  sysfem  falters,  fhen  fhe  desired  oufpuf 
is  nof  achieved.  A  good  manager  imdersfands  bofh  fhe  fask-orienfed  processes 
as  well  as  fhe  behavioral  aspecfs  fhaf  affecf  production. 

Sysfems  in  pharmacy  managemenf  involve  people,  drug  producfs,  infor¬ 
mation,  and  money.  All  fhese  factors  are  relafed  fo  one  anofher  in  some  way; 
and  fhe  care  delivered  by  pharmacisfs  is  in  some  way  affecfed  by  fhe  behav¬ 
iors  or  acfions  of  each  sysfem  and  each  sysfem  affecfs  fhe  behaviors  and 
acfions  of  ofhers.  Furfher,  fhe  classical  fheory  of  managemenf,  in  terms  of 
fhe  funcfions,  can  be  depicfed  as  an  inferrelafed  sysfem  (Figure  1.2).  The 
concepf  of  sysfems  fheory  is  furfher  discussed  in  Chapfer  2. 
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Conclusion 

The  fheories  of  managemenf  form  fhe  foundation  for  our  workforce  today 
Pharmacy  is  a  complex  series  of  fechnical,  inferpersonal,  and  concepfually 
infegrafed  processes  in  which  drugs  are  produced  and  disfribufed,  and  infor¬ 
mation  regarding  proper  use  and  monitoring  is  key  fo  fhe  success.  As  a  basis 
for  undersfanding  how  managers  should  function,  one  can  look  af  fhe  clas¬ 
sical  fheory  of  managemenf,  in  which  fhe  day-fo-day  and  long-term  opera¬ 
tions  of  a  pharmacy  can  be  planned,  organized,  directed,  coordinafed,  and 
confrolled.  The  subsystem  of  drug  dispensing  can  be  viewed  in  ferms  of  fhe 
scienfific  fheory  of  managemenf,  in  which  processes  are  broken  down  info 
discrefe  functional  fasks  fhaf  could  be  performed  by  robofs  or  aufomafed 
dispensing  devices  and  overseen  by  pharmacisfs  and  technicians.  The  arf  of 
leading  and  mofivafing  pharmacisfs  and  fechnicians  is  embodied  wifhin  fhe 
behavioral  managemenf  fheories.  Lasfly,  sysfems  fheory  allows  managers  fo 
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conceptualize  how  different  subsystems  integrate  with  one  another  to  pro¬ 
duce  the  desired  output.  In  the  case  of  pharmacy,  fhe  desired  oufpuf  is  nof 
merely  fhe  dispensing  of  a  drug  producf;  rafher,  if  is  fhe  caring  of  pafienfs, 
in  which  bofh  producf  and  informafion  are  infegrally  relafed. 
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Chapter  1  looked  at  the  history  of  management  and  discussed  how  various 
researchers  attempted  to  understand  it  by  scientifically  analyzing  each  step 
in  the  process  of  management.  This  chapter  looks  at  systems  theory  and 
discusses  how  it  is  used  in  modern  business  planning  and  action. 

The  pervasiveness  of  systems 

Discussions  of  new  principles  or  theories  sometimes  seem  more  complicated 
than  they  really  are.  Systems  thinking  is  actually  the  most  common  and 
natural  way  of  understanding  the  world.  On  a  very  large  scale,  our  solar 
system  is  a  group  of  planets  surrounding  the  sun,  each  exerting  some  influ¬ 
ence  on  the  others.  Earth  is  a  very  intricate  system,  depending  on  the  sun 
for  its  existence  and  made  up  of  interacting  forces  such  as  weather,  plate 
tectonics,  oceanic  currents,  and  temperatures  that  interact  and  influence  all 
the  myriad  forms  of  life  on  the  planet  (Figure  2.1).  Archaeological  discoveries 
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Figure  2.1  Earth  is  a  complex  system. 


from  Great  Britain,  Central  America,  Eg5^t,  and  the  Far  East  have  shown 
that  ancient  humans  understood  natural  systems  and  were  quite  sophisti¬ 
cated  in  measuring  and  calculating  from  them.  Stonehenge,  on  the  plains  of 
Salisbury,  England  (Figure  2.2),  and  other  similar  structures  spread  through¬ 
out  England,  Europe,  and  the  U.S.  have  been  demonstrated  to  be  sophisti¬ 
cated  astronomical  calendars  pinpointing  the  positions  of  the  sun  and  moon 
at  various  times  of  the  year.  The  Great  Pyramids  of  Pgypt  (Figure  2.3)  have 
been  shown  to  line  up  perfectly  with  various  stars  and  planets  at  specific 
times  of  the  year.  Agrarian  societies  from  ancient  times  to  the  present  have 
had  such  a  symbiotic  relationship  with  nature  that  the  awareness  of  the 
cycles  of  the  seasons  and  natural  occurrences  was  normal  and  expected,  and 
people  saw  themselves  as  part  of  the  system  of  the  natural  world. 

Another  system  that  is  so  close  to  us  that  we  seldom  think  of  it  as  such 
is  the  human  body.  We  refer  to  the  circulatory,  respiratory,  or  limbic  systems. 


Figure  2.2  Stonehenge  appears  to  have  been  an  astronomical  calendar.  (Copyright 
Philip  Baird,  www.anthroarcheart.org.) 
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Figure  2.3  The  pyramids  line  up  with  certain  astronomical  events.  (Copyright  2000 
by  Joel  A.  Freeman,  Ph.D.,  www.returntoglory.org.) 

for  example,  without  really  picturing  in  our  minds  that  they  are  intricately 
bound  systems.  Each  system  part  is  completely  dependent  on  the  others, 
feeding  back  information  that  constantly  keeps  the  system  parts  in  equilib¬ 
rium,  both  within  the  particular  system  and  in  relation  to  the  others. 

In  psychoanalytic  theory,  Carl  Jung  discussed  the  concept  of  archet5q)es, 
natural  occurrences  so  common  to  human  experience  that  their  knowledge 
is  inborn  and  instinctual;  for  example,  every  higher  organism  has  a  mother, 
so  there  is  a  “mother”  archetype.  Our  awareness  of  systems,  relationships 
among  things,  events,  and  symbols,  is  archetypal  in  the  same  sense.  Events 
or  things  like  those  mentioned  have  been  around  since,  quite  literally,  the 
begirming  of  time  and  exist  for  virtually  every  living  thing  on  the  planet. 
Seasons,  in  most  parts  of  the  globe,  have  followed  such  a  regular  pattern 
that  life  forms,  including  most  plant  life,  have  developed  inborn  responses 
to  most  conditions.  Humans  instinctually  look  for  cormections  among  events 
or  things  in  order  to  make  sense  of  them  from  the  moment  of  birth,  and 
probably  before.  Newborns  immediately  make  cormections  between  sights 
and  sounds  in  a  feedback  loop;  they  cry  when  hungry  or  uncomfortable  and 
stop  when  a  need  is  satisfied.  These  systems  form  patterns  or  archetypes  of 
systems  that  are  readily  recognizable  in  much  of  human  and  organizational 
behavior.  However,  the  complex  subsystems  we  all  exist,  compete,  and  live 
in  are  so  ingrained  in  us  that  we  scarcely  take  conscious  notice  of  our 
interactions  with  our  families,  neighbors,  towns,  regions,  countries,  conti¬ 
nents,  and  the  world.  And  yet,  writing  in  June  2002,  as  recent  world  events 
have  made  very  clear,  what  happens  in  other  parts  of  the  world  has  more 
effect  on  us  than  do  mere  changes  in  the  weather. 

Therefore,  the  concept  of  systems  and  feedback  loops,  which  is  the  core 
of  systems  thinking,  is  a  very  natural  one  for  all  life  on  Earth.  Why  is  it  then 
that  we  need  to  “study”  systems  thinking  as  though  it  were  a  recently 
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discovered  phenomenon  that,  as  the  latest  management  theory,  will  provide 
new  and  enhanced  understanding  of  business? 

Systems  theory 

Systems  theory  provides  a  model  of  a  mindsef,  or  a  way  of  looking  af  fhings. 
A  sysfem  can  be  closed  or  open,  buf  if  is  basically  a  group  of  fhings  or  a  sef 
of  circumsfances  fhaf  are  relafed  in  some  way  and  whose  behaviors  or  actions 
influence  behaviors  or  actions  of  ofher  members  of  fhe  group  or  ofher  sefs  of 
happenings  or  circumsfances.  If  a  sysfem  is  closed,  fhen  a  finife  number  of 
members  or  circumsfances  influence  one  anofher  and  no  new  ones  are  infro- 
duced.  Because  fhe  sysfem  is  closed,  expecfed  behaviors  occur,  expecfed  paf- 
fems  are  seen,  and  we  read  fo  our  surroimdings  more  or  less  subconsciously. 
If  a  sysfem  is  open,  fhen  exfemal  influences  are  consfanfly  infroduced. 

Birnbaum  (1988)  has  developed  two  analogies  fhaf  illusfrafe  open  and 
closed  sysfems.  A  closed  sysfem  is  like  a  pool  fable.  If  has  rigid  boundaries 
wifh  a  simple,  definable  inpuf,  fhe  cue  sfick.  The  cue  sfick  hifs  fhe  cue  ball, 
which  fhen  moves  in  a  more  or  less  predicfed  pafh.  We  can  see  where  and 
how  fhe  inpuf  —  fhe  cue  sfick  biffing  fhe  ball  —  impacfs  fhe  ball’s  final 
position,  fhe  oufcome.  Birnbaum  mainfains,  “Closed  sysfems  are  linear;  fhe 
sysfem  parfs  do  nof  change  and  cause  and  effecf  can  be  predicfed  wifh  greaf 
accuracy.  Success  comes  from  playing  by  fhe  rules.”  (p.  34).  The  rules  for 
human  behaviors  are  nof  like  fhe  rules  of  fhe  game  of  pool,  buf  rafher  are 
like  expecfed  patterns  or  sfrucfures  of  behaviors  fhaf  may  be  archefypal  — 
fhey  occur  so  frequenfly.  In  an  open  sysfem,  which  Birnbaum  likens  fo  a 
college  or  a  company,  fhe  boundaries  are  permeable.  Inpuf  comes  from  all 
directions  and  musf  be  sorfed  fhrough,  decisions  are  complex,  and  fhe  rules 
are  fluid  and  sometimes  hard  fo  discern.  He  nofes  fhaf  “open  sysfems  are 
dynamic  and  nonlinear”  (pp.  34,  35). 

Addifionally,  Birnbaum  describes  closed  sysfems  as  deferminisfic 
whereas  open  sysfems  are  probabilisfic.  In  a  closed  sysfem,  represenfed  by 
fhe  pool  fable  and  cue  balls,  fhe  simple  action  of  fhe  cue  sfick  hiffing  a  ball 
can  be  seen  and  followed  direcfly  from  inpuf  fo  oufpuf  (fhe  final  resting 
place  of  each  ball  on  fhe  fable)  and  fhe  actions  of  each  ball  can  be  seen.  By 
describing  open  sysfems  as  probabilisfic,  Birnbaum  means  fhaf  alfhough  fhe 
inpufs  and  fhe  oufpufs  maybe  known  or  measurable,  whaf  caused  fhe  inpufs 
fo  become  fhe  exacf  seen  or  measured  oufpufs  is  unknown  and  can  only  be 
inferred.  This  can  occur  for  many  reasons.  For  example,  fhe  oufpuf  may  be 
separafed  from  fhe  inpuf  by  a  greaf  deal  of  fime,  or  fhere  may  be  additional 
unforeseen  or  unknown  inpufs  af  differenf  sfages  during  fhe  fransifion  from 
fhe  original  inpuf  fo  fhe  final  oufpuf  whose  effecfs  are  unknown  fo  a  parfic- 
ular  parficipanf. 

A  problem  for  managers  is  fhaf  fhey  may  see  fheir  environmenfs  as 
closed  when,  in  facf,  fhey  are  quife  open.  This  deferminisfic  viewpoinf  sees 
a  simple  inpuf  wifh  hard  boundaries  insfead  of  acknowledging  fhe  open 
sysfem  where  many,  if  nof  mosf,  of  fhe  acfions  on  an  inpuf  carmof  be  effec- 
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Figure  2.4  A  feedback  loop  relating  faculty  morale  to  enrollment.  (From  Birnbaum,  R.,  How 
Colleges  Work:  The  Cybernetics  ofAccdemic  Organizations  and  Leadership,  ]ossey-Bass,  San  Francisco, 
1988.  With  permission.) 


lively  determined.  The  awareness  of  the  probabilistic  nature  of  the  open 
environment  allows  for  more  complex  management  decision  making.  Birn¬ 
baum  gives  an  example  of  a  simple  open  system  to  illustrate  the  potential 
enormity  of  the  options  open  to  a  manager  (Figure  2.4).  This  system  indicates 
that  if  faculty  morale  increases,  as  indicated  by  the  “+”  sign  between  faculty 
morale  and  institutional  prestige,  then  prestige  should  increase.  If  institu¬ 
tional  prestige  increases,  then  student  enrollment  should  increase.  As  enroll¬ 
ment  increases,  however,  the  sense  of  community  present  on  a  smaller 
campus  decreases.  But  the  sense  of  community  is  important  to  faculty  morale 
in  this  system,  and  for  faculty  morale  to  increase,  so  must  a  sense  of  com¬ 
munity  Decreased  faculty  morale  would  lead  to  decreased  prestige, 
decreased  enrollment,  and  eventually  to  an  increased  sense  of  community 
as  enrollment  returns  to  previous  lower  levels. 

As  in  this  simple  example,  the  same  flow  of  actions  occurs  in  commimity 
neighborhoods,  within  companies,  and  with  products  and  services.  A  retail 
store  in  any  particular  neighborhood  may  see  its  fortunes  rise  and  fall  as  a 
result  of  the  neighborhood  it  is  in,  the  t5^es  of  employees  it  can  attract,  the 
brand  recognition  of  the  store  (e.g.,  a  chain  store  vs.  a  local  family-owned 
store),  and  other  factors,  many  of  which  are  beyond  the  immediate  control  of 
the  proprietor.  The  implications  for  a  manager  in  making  decisions  within  this 
system  would  certainly  include  determining  some  level  of  equilibrium  for 
each  factor.  In  the  educational  example,  equilibrium  occurs  at  the  point  where 
faculty  morale  is  maximized  so  that  institutional  prestige  is  high  enough  to 
ensure  maximum  enrollment,  which  ensures  that  the  sense  of  community  is 
maintained  at  an  appropriate  level.  Standard  marketing  texts  would  have  the 
manager  believe  that  there  is  some  “plan”  that,  if  followed,  would  allow  the 
resolution  of  this  situation  when  in  fact  there  is  no  right  or  wrong  set  of  actions, 
only  options  to  try.  For  the  retail  store  manager,  although  factors  well  beyond 
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the  store  itself  might  dictate  success  or  failure  of  fhe  enferprise,  being  aware 
of  fhe  possibilities  and  factors  affecting  performance  are  vifal  to  successfully 
coping  wifh  fhe  changing  refail  environmenf. 

A  number  of  wrifers  have  affempfed  fo  make  systems  fheory  more 
scienfific  by  infroducing  posfulafes  defermining  who  or  whaf  can  be 
included  as  an  influencer  or  a  respondenf  (see  Schoderbek  ef  al.,  1985,  pp. 
34^4),  buf  fhaf  is  nof  fhe  focus  of  fhis  chapter.  Rafher,  fhe  chapfer  focuses 
on  how  systems  fheory  can  be  used  by  managers  or  pofenfial  managers  fo 
help  fhem  perform  fheir  jobs  better.  To  sfarf,  some  hisfory  is  reviewed. 

The  rise  of  systems  theory 

Following  Darwin’s  observations  in  fhe  1850s  fhaf  evolufion  is  fhe  nafural 
order  of  life  and  fhaf  fhe  world  is  nof  a  sfafic  fhing  prescribed  by  God  and 
described  in  fhe  Bible,  fhe  indusfrial  and  scienfific  revolutions  of  fhe  lafe 
19fh  cenfury  led  fo  increased  inferesf  in  scientifically  analyzing  everyfhing 
from  manufacfuring  processes  fo  religion.  Frederick  Taylor  analyzed  fhe 
work  involved  in  bricklaying  and  developed  a  sfep-by-sfep  procedure  fhaf 
demonsfrafed  fhaf  economy  of  movemenf  led  fo  increased  producfivify: 
more  bricks  were  laid  in  a  day  when  exfraneous  steps  were  minimized  or 
eliminafed.  Flis  goal,  fo  scientifically  analyze  a  process,  was  one  of  fhe  firsf 
applicafions  of  fhe  new  scienfific  mefhod  fo  business. 

The  scienfific  sfudy  of  feedback  loops  or  mechanisms  began  in  World 
War  II  (see  Burke,  1997)  when  artillery  gurmers  needed  fo  plof  frajecfories 
of  increasingly  faster  moving  planes  and  missiles.  Calculations  of  anficipafed 
speed,  disfance,  and  posifion  needed  fo  be  consfanfly  updated  fo  increase 
accuracy  when  firing  shells.  Thus,  if  was  imporfanf  fo  monitor  feedback  of 
currenf  posifion,  speed,  and  so  on  as  quickly  as  possible.  Computers  devel¬ 
oped  af  fhe  Universify  of  Permsylvania  and  ofher  insfifufions  would  soon 
compufe  fasf  enough  fo  provide  real-time  information. 

After  fhe  war,  business  practices  began  fo  be  scienfifically  analyzed  in 
newly  developed  business  schools  and  programs  around  fhe  counfry  and 
sfudying  feedback  loops  became  a  legifimafe  field  of  sfudy.  One  of  fhe 
legacies  of  fhis  analytical  process,  in  fhe  lafe  20fh  and  early  21sf  cenfuries, 
is  fhaf  people  are  faughf  fo  scrutinize  fhings  in  a  hierarchical  marmer.  Busi¬ 
ness  schools  have  faughf  markefers  fhaf  planning  follows  a  series  of 
well-defined  sfeps;  if  one  follows  fhe  sequence  of  sfeps,  plans  will  be  suc¬ 
cessful.  In  fhe  plarming  sfage,  fhe  markefer  develops  sfrafegic  plans,  which 
are  fhen  implemenfed.  Implemenfafion  is  carefully  confrolled,  evaluafed, 
and  adjusfed  as  necessary  in  whaf  becomes  a  very  mechanisfic  feedback 
loop.  These  sfeps  seem  fo  work  well  when  fhe  job  is  computer-driven  and 
fhe  fask  is  a  confrolled  indusfrial  process.  Buf  whenever  humans  are 
involved  in  any  of  fhese  sfeps,  experience  and  common  sense  indicafe  fhaf 
fhe  resulfs  are  often  unexpecfed  or  uninfended.  As  Pefer  Drucker  (1972) 
noted,  fhe  new  generation  of  U.S.  workers  would  nof  be  dominafed  by 
blue-collar  fasks;  fhey  would  be  “knowledge”  workers  whose  oufpuf  would 
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be  more  cerebral  than  manual.  Given  this  transformation  in  the  U.S.  work¬ 
force,  an  employee’s  and  a  manager’s  focus  had  fo  be  more  sysfems-orienfed 
fhan  single-fask-orienfed;  fhaf  is,  fhey  had  fo  be  concerned  wifh  how  fheir 
oufpuf  affecfed  a  larger  customer  base  rafher  fhan  jusf  fhe  nexf  worker  in  line. 

Sysfems  fheory  is  one  of  fhe  solufions  applied  fo  business  fhaf  wenf  in 
a  direcfion  opposife  fo  fhe  sfepwise  analysis  of  Frederick  Taylor  and  his 
successors.  Instead  of  analyzing  each  individual  sfep  in  a  fask,  sysfems 
fheory  focuses  on  analyzing  fhe  whole  process  wifhin  ifs  confexf  and  envi- 
ronmenf.  The  quesfion  fhaf  led  fo  fhis  change  of  focus  was:  How  could  one 
undersfand  whaf  was  happening  in  any  given  sifuafion  wifhouf  undersfand- 
ing  fhe  whole  confexf  wifhin  which  fhe  evenf  is  happening?  Looking  af  a 
problem  in  a  linear,  mechanistic  fashion  does  nof  work  well  for  many  issues 
in  business,  in  parf  because  many  decisions  do  nof  see  resulfs  for  weeks, 
monfhs,  and,  in  many  cases,  years.  Many  times  fhe  original  decision  makers 
are  nof  even  in  fhe  same  position,  funcfion,  or  company  when  fhe  resulfs  of 
fheir  decisions  become  apparenf. 

Sysfems  analysis  provides  a  fool  fo  help  undersfand  fhe  nafure  of  feed¬ 
back  and  fhe  environmenfal  impacfs  on  many  business  decisions.  Sysfems 
analysis  is  being  faughf  as  a  “new”  field  of  sfudy  because  many  researchers 
are  attempting  fo  scienfifically  analyze  fhe  concepf  and  pracfice  of  fhis  way 
of  looking  af  business,  exacfly  as  Frederick  Taylor  did  wifh  manual  labor. 
Recenf  fexfs  (Schoderbek  ef  al.,  1985;  Liebler  and  McCormell,  1999)  affempf 
fo  quantify  sysfems  analysis  as  a  mechanistic  process,  as  fhough  if  followed 
a  sfep  by  sfep,  logical  formal. 

Some  wrifers  prefer  fo  look  af  sysfems  wifhin  a  single  organization, 
sfudying  how  processes  wifhin  fhaf  organizafion  inferacf.  For  example. 
Hammer  and  Champy  wrofe  several  well-known  business  books  on  reengi¬ 
neering  in  fhe  early  1990s  {Reengineering  the  Corporation  and  Reengineering 
Management),  examining,  jusf  as  Frederick  Taylor  did,  each  process  and 
mefhod  of  work  flow  fo  minimize  fhe  sfeps  needed  fo  complefe  a  fask. 
Liebler  and  McConnell  (1999,  p.  44)  discuss  deparfmenfs  besf  suifed  fo 
sysfems  analysis,  including  cybernefics  (fhe  science  of  communicafion  and 
confrol);  dafa-processing  sysfems;  rheochremafics  (fhe  science  of  managing 
maferial  flow);  nefwork  analysis;  and  adminisfrafive  sysfems.  They  simplify 
fhe  concepf  of  a  sysfem  fo  include  fhree  sfeps:  (1)  inpufs,  (2)  some  fhrough- 
puf  or  action  performed  on  fhe  inpufs,  and  (3)  fhe  resulfing  oufpuf.  Looking 
af  a  sysfem  in  fhis  manner  can  be  very  useful  while  designing  or  redesigning 
a  deparfmenf  or  process  wifhin  a  deparfmenf.  If  is  imporfanf  for  managers 
fo  undersfand  bofh  that  fheir  work  confribufes  fo  every  ofher  deparfmenf 
and  fask  wifhin  an  organizafion  and  how  fheir  work  confribufes  fo  fhose 
ofher  areas.  Liebler  and  McConnell  also  describe  fhe  fools  of  sysfems  fhink- 
ing  as  inpuf  analysis,  fhroughpuf  deferminafion,  and  oufpuf  analysis,  which 
is  nofhing  more  fhan  a  rehash  of  fhe  sfandard  markefing  viewpoinf  of  (1) 
plarming,  (2)  implemenfafion,  and  (3)  confrol  or  evaluation,  excepf  fhaf  fhe 
managers’  worldview,  fhe  way  fhey  see  a  problem  or  deparfmenf,  and  fheir 
undersfanding  of  fheir  parfs  in  fhe  larger  organizafion  is  imporfanf.  If 
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managers  focus  strictly  on  their  own  tasks  and  on  their  parts  in  the  system, 
then  they  are  looking  at  their  work  or  groups  as  closed  systems,  with  strong, 
easily  recognizable  boundaries. 

But  to  be  useful  to  a  practitioner,  systems  theory  must  center  on  the  study 
of  increasingly  complex  feedback  loops,  meaning  a  much  more  open  system. 
An  open  system  implies  a  borderless,  variable  environment,  impacting,  and 
being  impacted  by,  influences  that  may  sometimes  be  quite  hard  to  perceive. 
Thus,  for  the  manager,  learning  to  approach  the  organization  or  problems  in 
this  way  can  be  quite  formidable.  Schoderbek  et  al.  (1985,  pp.  60,  61),  in  a 
discussion  of  the  implications  of  systems  theory  for  organizations,  state: 

In  the  process  of  conceptualizing  goals,  structure  of  tasks,  regulatory 
mechanisms,  environment,  interdependencies  of  components,  bound¬ 
aries,  subsystems,  inputs,  and  their  transformation  into  outputs,  all 
begin  to  take  on  more  significant  meaning.  Indeed,  it  is  only  through 
such  conscious  recognition  of  the  organization  as  a  system  that  one  can 
begin  to  realize  the  full  complexity  that  must  be  managed. 

One  of  the  problems  with  this  statement  is  that  although  it  is  important  to 
consider  all  the  things  the  authors  describe,  how  does  one  human  being 
actually  do  them?  Schoderbek  et  al.  paint  the  picture  of  a  manager  sitting 
alone  in  a  room  cogitating,  making  plans,  studying  the  cormections  in  an 
organization,  and  passing  judgments  without  actually  doing  anything.  This 
is  why  it  is  so  important  for  the  manager  to  get  out  of  the  office,  to  be  a 
working  member  of  several  different  teams,  and  to  be  constantly  in  a  learning 
mode.  Humans  can  rarely  get  their  heads  around  large,  complex  problems 
without  thorough  knowledge  of  available  resources  and  good  interpersonal 
relationships. 

John  Kotter,  in  a  series  of  studies  on  effective  managers,  highlighted  the 
actual  practices  of  managers  he  defined  as  successful.  One  of  the  more 
important  findings  was  that  managers  actually  spent  a  great  deal  of  time 
with  others:  As  Kotter  noted:  “They  use  their  many  personal  assets  to  create 
agendas  for  their  areas  of  responsibility,  and  networks  of  cooperative  rela¬ 
tionships  with  all  those  upon  whom  the  job  and  their  emerging  agendas 
make  them  dependent.”  Additional  time  was  spent  “discussing  a  wide  range 
of  subjects,  often  in  short,  and  disjointed  conversations  that  are  not  planned 
in  advance  in  any  detail,  in  which  the  [manager]  asks  a  lot  of  questions  and 
seldom  gives  orders”  (Kotter,  1986,  p.  133).  If  this  is  the  reality  of  managers’ 
daily  routines,  then  they  intuitively  act  as  though  they  think  of  their  jobs  as 
part  of  a  system.  To  be  useful,  again,  to  managers,  systems  theory  must  be 
practical  and  answer  practical  needs.  These  practical  needs  center  on  three 
things:  (1)  how  managers  use  systems  thinking  to  improve  their  perfor¬ 
mance;  (2)  how  managers  help  create  an  organization  or  department  that 
can  use  systems  theory  to  develop  better  departmental  interrelationships; 
and  (3)  how  managers  use  systems  theory  or  thinking  to  help  solve  problems. 
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Using  systems  thinking  to  become  a  better  manager 

A  useful  analogy  when  thinking  about  the  benefits  of  systems  theory  for 
managers  is  to  imagine  the  difference  between  two  scenarios.  In  the  first, 
imagine  you  are  driving  down  a  major  limited-access  state  highway  Your 
view  of  what  is  going  on  around  you  is  limited  to  what  you  can  see  ahead 
of  you,  what  you  can  see  in  the  rearview  mirror,  and  what  you  can  see  off 
to  the  sides.  You  are  driving  to  a  very  important  meeting  and  need  to  get 
there  within  the  next  45  minutes,  and  at  the  rate  you  are  going  you  will 
make  it  with  time  to  spare.  One  mile  ahead,  the  road  curves  off  to  the  right 
so  that  you  cannot  see  around  the  bend.  You  have  no  idea  of  conditions 
ahead  and  what  you  might  be  facing,  but  the  weather  is  nice,  traffic  is  moving 
well,  including  traffic  coming  in  the  opposite  direction,  and  so  you  are  not 
concerned.  However,  unbeknownst  to  you,  a  major  accident  has  just 
occurred  a  mile  past  the  bend  up  ahead.  If  you  knew  that  by  getting  off  at 
the  next  exit  you  could  get  around  the  accident  with  minimum  delay,  you 
would  do  so.  But  because  you  have  no  idea  that  an  accident  just  occurred 
and  everything  appears  to  be  going  well,  you  do  not  act  and  you  get  caught 
in  a  major  traffic  jam  as  police  and  emergency  equipment  are  called  to  the 
scene.  You  miss  your  business  meeting  and  all  the  potential  opportunities 
that  might  have  come  from  the  meeting. 

In  the  second  scenario,  the  same  accident  happens,  but  you  are  in  a  traffic 
helicopter  and  can  see  50  miles  in  every  direction  from  8000  feet  in  the  air. 
You  see  the  accident,  the  cars  before  the  bend  in  the  road,  the  traffic  in  the 
other  direction  starting  to  slow  down  to  look  at  the  scene  of  the  accident, 
and  alternative  routes  that  drivers  might  take  to  get  around  the  accident.  In 
short,  your  view  of  the  whole  scenario  is  greatly  expanded.  The  bird’s-eye 
view  gives  you  the  equivalent  of  a  system-wide  perspective  that  allows  you 
to  see  and  follow  how  people  are  reacting,  from  all  directions,  to  this  emer¬ 
gency.  You  may  not  be  able  to  influence  much,  if  any,  of  it,  but  you  can  see 
it  all.  Your  knowledge  of  the  situation  and  of  many  ramifications  or  alterna¬ 
tive  courses  of  action  are  greatly  increased.  If  you  were  broadcasting  the 
traffic  report,  you  could  alert  people  coming  up  on  the  bend  in  the  road, 
suggesting  they  get  off  the  highway  while  they  can,  but  only  if  they  are 
tuned  in  to  your  report. 

A  manager  looking  at  things  from  a  large  enough  perspective  can  fre¬ 
quently  influence  a  great  deal  of  what  goes  on  in  a  positive  way.  If  informa¬ 
tion  is  limited  by  what  is  immediately  available,  as  in  the  case  of  the  driver 
with  only  a  two-dimensional  point  of  view,  then  the  manager  will  have  a 
fairly  limited  perspective  on  what  is  actually  happening.  The  options  to  act 
or  to  influence  the  situation  will  also  be  limited.  Being  experienced  in  looking 
for  cormections  among  events,  or  having  the  mindset  that  what  one  is  expe¬ 
riencing  is  inherently  part  of  a  larger  system  of  events  including  actions  and 
counteractions,  and  counteractions  to  the  counteractions,  is  very  important 
to  a  manager’s  success.  Slumping  sales  in  a  retail  pharmacy  may  not  simply 
be  due  to  shortages  from  a  supplier  or  allocation  of  shelf  space,  but  may 
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reflect  new  medical  practices,  new  treatments,  or  new  medical  practitioners 
moving  into  the  area.  These  tactors  may  be  attected  by  the  changing  demo¬ 
graphics  ot  the  neighborhood,  which  in  turn  may  be  attected  by  political 
actions  in  another  region  ot  the  country  or  even  by  political  and  economic 
realities  in  other  countries.  Managers  employing  systems  thinking  in  their 
plarming  can  examine  their  sales  against  such  tactors  to  better  plan  their 
stores’  growth. 


Creating  a  systems-thinking-oriented  department  or 
company 

Managers  perform  a  number  ot  tunctions.  They  interact  with  people  to 
gather  information  so  that  they  can  make  decisions,  help  their  subordinates 
develop  their  own  skills  so  that  they  too  can  someday  become  managers, 
and  bring  their  skills  and  experience  to  help  address  both  opportunities  and 
problems.  Managers  who  practice  systems  thinking  will  serve  as  mentors 
tor  their  subordinates,  who  need  to  develop  skills  in  recognizing  and  seeking 
underlying  systems.  Peter  Senge,  in  The  Fifth  Discipline,  lobbied  tor  the  cre¬ 
ation  ot  what  he  called  “learning  organizations,’’  groups,  departments,  or 
whole  companies  that  are  in  a  constant  learning  mode,  looking  tor  systems 
and  their  patterns,  the  systems  archetypes  that  he  maintained  exist  (Senge, 
1990). 

Managers  can  help  develop  the  culture  ot  the  group  tor  which  they  are 
responsible.  For  Senge,  the  titth  discipline  is  the  ability  to  see  things  trom  a 
systems  perspective,  and  it  underlays  the  other  tour  disciplines:  personal 
mastery,  developing  mental  models,  having  a  shared  vision  ot  what  you 
want  the  company  to  be  and  do,  and  team  learning.  By  calling  these  tactors 
“disciplines,”  Senge  implied  that  managers,  in  addition  to  performing  the 
tasks  they  were  paid  to  do  well,  strove  tor  personal  development.  This 
includes  inviting  changes  to  long-held  mental  models  ot  the  world,  devel¬ 
oping  and  sharing  an  energizing  vision  ot  their  work,  and  encouraging  the 
development  ot  each  member  ot  the  team.  To  do  this,  Senge  maintained, 
managers  must  understand  systems  thinking  and  be  able  to  see  the  interre¬ 
lationships  among  people,  departments,  companies,  actions,  and  their  causes 
and  ettects. 


Using  systems  thinking  as  an  approach  to  problem  solving 

Beyond  merely  understanding  the  interrelationships  that  make  up  a  system 
under  study,  the  manager  practicing  a  systems  approach  to  problem  solving 
must  And  the  points  ot  leverage  in  the  system.  Points  ot  leverage  are  those 
aspects  ot  the  system  where  a  change  will  impact  the  entire  system.  A  point 
ot  leverage  is  where  change  is  occurring  and  attecting  the  manager,  but  both 
the  change  and  the  result  are  removed  enough  that  the  average  manager, 
thinking  in  a  linear  tashion,  misses  the  cormection  completely. 
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An  excellent  example  of  this  is  found  in  a  study  by  Leape  et  al.  (1995), 
which  is  referred  to  in  greater  detail  in  Chapter  12.  The  study  found  264 
preventable  adverse  drug  events  (ADEs)  for  which  16  major  systems  failures 
were  identified  as  underlying  causes  of  the  errors.  Of  these  16  systems 
failures,  7  were  responsible  for  78%  of  the  errors  and  were  due  to  poor 
information  systems.  Thus,  assigning  blame  to  an  individual  or  a  certain 
procedure  would  have  missed  the  cause  entirely,  which  was  likely  the  way 
that  information  was  disseminated  in  the  institution.  Only  by  approaching 
the  analysis  from  a  systems  perspective  would  it  be  possible  to  correct  the 
real  cause  of  the  errors. 

For  Senge,  problem  solving  within  systems  thinking  meant  “seeing  cir¬ 
cles  of  influence  rather  than  straight  lines  ...  By  tracing  the  flows  of  influence, 
you  can  see  patterns  that  repeat  themselves,  time  after  time,  making  situa¬ 
tions  better  or  worse.  From  any  element  in  a  situation,  you  can  trace  arrows 
that  represent  influence  on  another  element”  (1990,  p.  75).  Senge  developed 
several  archetypal  “circles  of  influence,”  which  were  different  kinds  of  feed¬ 
back  loops,  each  representing  an  underlying  structure  to  many  types  of 
problems.  Analyzing  them,  he  felt,  would  allow  the  manager  to  quickly 
recognize  the  t5q)e  of  system  a  problem  represents  and  help  develop  solu¬ 
tions  (see  Senge,  1990,  Ch.  5).  In  a  circle  of  influence,  one  action  influences 
another,  which  in  turn  influences  another  and  so  on,  until  a  pattern  emerges. 
It  is  that  pattern,  the  structure  underlying  individual  actions,  that  is  the 
important  part  of  real  problem  solving.  When  a  problem  emerges,  if  one 
addresses  only  the  immediate  cause  of  the  problem,  then  the  problem  will 
frequently  recur.  The  action  that  caused  the  problem  to  arise  is  only  one  part 
of  the  circle  of  influence.  That  action  was  derived  from  some  other  action, 
which  in  turn  was  caused  by  something  else.  Studying  problems  from  a 
systems  perspective  can  lead  to  a  very  different,  more  complete  understand¬ 
ing,  resulting  in  different  ways  of  developing  solutions  to  problems  rather 
than  just  solving  the  immediate  issue  that  arose.  Just  as  in  the  two  scenarios 
presented  earlier  (seeing  things  from  the  ground  level  in  a  two-dimensional 
way,  or  being  up  in  the  helicopter  and  seeing  things  from  a  three-dimensional 
perspective),  systems  thinking  provides  a  much  better  picture  of  what  is 
actually  going  on. 

Thinking  about  and  perceiving  systems 

As  we  made  our  way  through  the  school  system,  from  elementary  through 
high  school  and  into  college,  most  of  us  were  taught  to  think  scientifically 

—  in  a  very  ordered,  hierarchical  marmer  —  when  approaching  a  problem. 
Two  examples  given  here  illustrate  systems  thinking:  the  first  for  self-practice 
if  one  is  so  inclined  and  the  second  an  actual  example  from  business. 

To  begin  to  get  practice  in  systems  analysis,  start  with  something  simple 

—  a  thought  experiment  such  as  those  Einstein  loved.  Say  you  are  sitting 
on  your  porch  or  patio  on  a  pleasant  summer  evening  and  you  glance  over 
at  a  nice  50-year-old  oak  tree  in  your  backyard.  Stop  for  a  moment  and 
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visualize  the  systems  that  tree  is  a  part  of  —  not  only  the  natural  systems 
of  Earfh,  sky,  and  ground,  buf  how  fhe  free  impacfs  you  as  well.  Whaf  are 
some  fhings  you  could  do  fo  affecf  fhe  free  bofh  direcfly  and  indirecfly?  Sfarf 
wifh  free  assodafion,  fhinking  abouf  fhings  such  as  expirafion,  inspirafion, 
sunlighf,  animals,  and  words  such  as  shade,  shelter,  food,  wind,  poetry,  beauty, 
and  construction.  Look  for  connecfions  befween  fhaf  single  free  and  ifs  imme- 
diafe  environmenf,  how  if  impacfs  ifs  immediafe  environmenf,  and  how  fhe 
local  environmenf  is  impacfed  by  if.  Whaf  are  some  of  fhe  many  ways  you 
can  impacf  fhe  free,  and  all  fhe  sysfems  if  is  parf  of,  by  any  one  of  a  myriad 
of  actions  you  could  do  fo  if? 

If  is  imporfanf  fhaf  you  practice  seeing  fhe  cormecfions:  whaf  influences 
whaf  and  where  each  influence  leads.  If  fhis  is  hard  for  you  fo  do,  fhen 
undersfand  fhaf  you  will  need  practice  in  applying  sysfems  fhinking  fo  your 
business  problems.  If  is  nof  easy  fo  relearn  a  new  approach  fo  problem 
solving.  And  I  say  relearn  because,  as  sfafed  af  fhe  begirming  of  fhe  chapfer, 
sysfems  fhinking  is  probably  one  of  fhose  archef5^al  ways  of  fhinking  fhaf 
is  insfincfual.  If  was  programmed  ouf  of  us  in  school. 

A  fine  example  of  sysfems  fhinking  as  applied  fo  real  business  problems 
was  reporfed  by  Pierre  Wack  in  a  series  of  articles  in  fhe  Harvard  Business 
Review  in  Fall  1985  (Wack,  1985a,b).  As  head  of  fhe  Business  Environmenf 
Division  of  fhe  Royal  Dufch/ Shell  Group  Harming  deparfmenf  in  fhe  early 
1970s,  Wack  was  insfrumenfal  in  helping  Shell  Oil  develop  realistic  scenarios 
fhaf,  alone  among  fhe  fop  oil  companies,  prepared  if  fo  meef  fhe  rising  cosf 
of  oil  caused  by  fhe  formafion  of  Oil  Producing  and  Exporfing  Counfries 
(OPEC).  The  fechnique  he  helped  develop  af  Shell  is  called  scenario  planning 
and  af  ifs  hearf  involved  changing  fhe  mindsef  of  managers  who  previously 
made  decisions  based  on  fypical  linear  fhinking.  Up  until  fhaf  fime  (fhe  early 
1970s),  mosf  of  fhe  managers  af  major  oil  companies  worldwide  had  expe¬ 
rienced  enormous  long-ferm  sfabilify  in  fhe  pricing  and  supply  of  oil.  Even 
for  older  employees,  very  little  had  changed  in  oil  pricing,  supply,  and 
production.  By  shifting  fhese  managers’  mindsef s  fo  undersfand  fhe  sysfem 
of  oil  supply,  including  who  was  providing  fhe  oil  and  how  world  evenfs 
af  fhe  fime  were  likely  fo  impacf  fhose  suppliers,  Wack  and  his  group  devel¬ 
oped  several  scenarios  of  possible  fufures  fhaf  were  radically  differenf  from 
fhose  being  offered  by  fhe  average  producf  and  markefing  managers 
fhroughouf  fhe  indusfry  nof  jusf  af  Royal  Dufch/Shell.  Through  sysfems 
fhinking  and  scenario  plarming,  Wack  and  his  feam  accurafely  forecasfed  a 
major  disrupfion  in  bofh  supply  and  pricing  in  fhe  mid-1970s.  The  reader  is 
referred  fo  fhe  articles  for  defails  and  additional  information  on  fhe  sce- 
nario-plarming  process. 


Conclusion 

Because  if  is  impossible  for  any  one  individual  fo  examine  more  fhan  a  small 
parf  of  one’s  environmenf,  why  undersfand  or  pracfice  sysfems  fhinking? 
Firsf,  if  one  undersfands  fhaf  sysfems  fhinking  is  a  skill  fhaf  can  be  devel- 


Chapter  two:  Systems  theory  and  management 


23 


oped,  then  one  can  work  at  it  if  so  desired.  Improving  managers’  abilities 
to  look  for  fhe  underlying  sysfems  sfrucfure  of  a  parficular  problem  will 
help  fhem  arrive  af  more  lasting  solutions  and  become  better  af  creating 
learning  environmenfs  wifhin  fheir  groups  or  deparfmenfs.  Scenario  plan¬ 
ning,  alfhough  a  fechnique  differenf  from  sysfems  fhinking,  requires  a  sys¬ 
fems  fhinking  mindsef  fo  be  successful.  Being  able  fo  include  far-ranging 
perspecfives  abouf  problems  or  sifuafions  makes  managers  far  more  valuable 
fo  employees  and  companies  as  if  helps  fhem  anficipafe  problems  and 
develop  better-fitting  sfrafegies  and  solutions.  These  skills  are  hallmarks  of 
greaf  managers,  who  are  open  fo  new  fhoughfs,  sfrafegies,  mefhods  of  prob¬ 
lem  solving,  and  ways  of  seeing  old  problems. 

If  is  clear  from  research  (see  Senge,  1990;  Bolman  and  Deal,  1992; 
Drucker,  1972)  fhaf  fhe  mosf  successful  managers  fhink  in  complex  ways, 
meaning  fhaf  fhey  flexibly  adapf  fheir  managemenf  sfyles  or  fheir  menfal 
models  fo  varied  circumsfances.  Being  a  complex  fhinker  is  fherefore  usually 
a  necessary,  fhough  probably  nof  sufficienf,  characferisfic  of  a  good  manager 
as  well  as  employee.  To  fosfer  a  learning  environmenf  and  fo  sef  an  example 
as  one  who  is  consfanfly  learning  is  a  posifive  affribufe.  Sysfems  fhinking  is 
a  complex  way  of  organizing  our  worldview  and  developing  our  problem 
solving  sfyle.  If  is  a  concepf  fhaf  we  undersfand  infuifively,  yef  is  difficulf 
fo  grasp  in  a  way  fhaf  allows  us  fo  puf  if  info  practice.  In  some  ways,  sysfems 
fhinking  is  bofh  infuifive  and  counferinfuifive  —  infuifive  because  if  is 
archefypal  in  nafure  and  counferinfuifive  because  we  are  nof  used  fo  looking 
af  fhings  as  wholes,  particularly  when  popular  magazines,  TV  programs, 
and  news  shows  show  us  fhings  in  soundbife  proporfions.  Neverfheless,  fhe 
abilify  fo  see  fhe  sysfem  behind  fhe  problem  will  allow  us  fo  grasp  larger 
perspecfives  and  greafer,  more  meaningful  cormecfions  between  evenfs  and 
fhings. 
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Introduction 

Organizations  come  in  a  variefy  of  shapes  and  sizes.  Many  are  organized 
according  fo  specialfy,  ofhers  by  maffer  of  convenience.  The  maimer  in  which 
organizations  are  puf  fogefher  clearly  affecfs  how  fhey  function.  There  are 
several  fheories  on  which  companies  are  organized,  and  fhis  chapfer  reviews 
some  of  fhese  fheories  and  focuses  on  applicafions  of  fhem  in  professional 
pharmacy  practice. 

An  organization  is  a  group  of  individuals  sfrucfured  in  such  a  way  fo 
work  fogefher  fo  achieve  common  goals.  The  organizing  function  is 
designed  fo  make  fhe  besf  use,  in  ferms  of  efficiency  and  effecfiveness,  of 
fhe  organizafion's  resources  fo  achieve  fhese  common  goals.  The  organi¬ 
zafional  sfrucfure  is  fhe  framework  in  which  people  are  assigned  jobs  and 
responsibilifies.  The  formal  organizafional  sfrucfure  is  usually  depicfed 
by  an  organizafional  charf  (Figure  3.1),  which  displays  fhe  job  fifles  and 
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Figure  3.1  A  typical  organizational  chart. 


corresponding  departments  of  the  people  within  the  organization. 
Through  this  graphical  depiction,  one  can  readily  see  the  relationships 
and  lines  of  aufhorify  among  people  and  deparfmenfs. 


The  classical  organizational  theory 

The  classical  organizafion,  fhe  bureaucracy,  was  firsf  analyzed  by  Max  Weber 
in  fhe  early  1900s.  Several  concepfs  underlying  fhe  bureaucracy  are  special¬ 
ization  of  labor,  deparfmenfalizafion,  unify  of  command,  and  chain  of  com¬ 
mand.  These  concepfs,  originally  developed  by  Weber  and  furfher  expanded 
by  Henri  Fayol,  are  based  on  fhe  scientific  mefhod  of  analyzing  processes 
and  procedures  fo  provide  fhe  mosf  efficienf  and  effecfive  means  of  orga¬ 
nizing  individuals  for  maximum  producfivify.  Accordingly,  fhere  are  14 
poinfs  of  organizafion  and  managemenf  ouf lined  (Table  3.1).  We  review  only 
a  few  of  fhese  poinfs  here. 

Specialization  of  labor  and  departmentalization 

Specializafion  of  labor,  fhe  placemenf  of  individuals  info  cafegories  based 
on  job  functions,  leads  fo  increased  producfivify.  This  increased  producfivify 
is  seen  by  (1)  an  improvemenf  in  a  worker’s  abilify  fo  do  a  fask,  resulfing 
from  a  worker’s  concenfrafion  on  one  or  a  few  fasks;  (2)  fime  saving  due  fo 
minimized  need  for  physical  relocation  or  from  adapfing,  or  orienfing,  a 
worker  fo  fhe  new  fask;  and  (3)  concenfrafion  on  one  or  a  few  fasks  increasing 
fhe  likelihood  of  discovering  easier  and  better  mefhods. 

Wifhin  pharmacy,  fhere  is  often  a  specializafion  of  labor.  Specializafion 
works  nof  only  wifh  employees  buf  deparfmenfs  as  well.  In  pharmacy,  fhis 
is  seen  on  a  large  scale  because  fhere  are  pharmacisfs  specializing  in  hospifal 
pharmacy  work  and  fhose  specializing  in  communify  practice,  wifh  fhe 
subspecializafion  of  independenf  vs.  chain  sfores,  and  even  long-ferm-care 
or  managed-care  pharmacy.  Furfher,  even  wifhin  a  given  seffing,  pharmacisfs 
are  divided  based  on  fheir  specialties.  In  hospifals,  fhere  are  unif-dose  phar- 
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Table  3.1  Fayol’s  Principles  of  Management 

Authority.  The  right  to  direct  and  control  actions  of  employees. 

Centralization.  A  single,  central  source  for  decision  making.  Decisions  are  made 
from  the  top. 

Discipline.  Actions  are  governed  by  a  strict  set  of  rules  and  compliance  is 
mandatory. 

Equity.  Fairness  to  all;  does  not  imply  equal  treatment,  only  fair  treatment. 

Esprit  de  corps.  Comradery;  enthusiasm  for  a  common  goal. 

Initiative.  Taking  on  work  without  prompting. 

Order.  Each  person  has  responsibilities  and  proceeds  in  a  usual  and  customary 
manner  to  carry  out  work  activities. 

Personnel  tenure.  Dedication  to  the  job  and  workers;  mutual  desire  to  stay  and 
work  at  the  company;  longevity. 

Remuneration.  Fair  pay  for  work  completed. 

Scalar  chain  (line  of  authority).  Formal  chain  of  command. 

Specialization  of  labor.  Workers  are  organized  according  to  specialty  in  work 
function  to  improve  productivity. 

Subordination  of  individual  interests.  Workers  are  to  focus  on  work. 

Unity  of  command.  Each  employee  has  one  and  only  one  boss. 

Unity  of  direction.  Relates  to  centralization  —  orders  come  from  the  top  and 
subordinates  are  to  follow. 


Source:  Adapted  from  http://www.analytictech.com/mb021/fayol.htm. 

macists  and  IV  pharmacists.  The  IV  pharmacists  can  be  further  divided  into 
chemotherapeutic  and  nonchemotherapeutic. 

To  coordinate  all  these  specialities,  managers  aid  in  coordinating  the 
efforts  of  each  division  or  department  to  produce  a  comprehensive  work 
product.  Weber’s  model  suggests  that  such  specialization  is  necessary  and 
that  the  specific  boundaries  separating  one  department  or  division  from 
another  must  be  guided  by  rules,  regulations,  and  procedures. 

Unity  and  chain  of  command 

In  this  model,  it  is  evident  that  coordinating  the  departments  of  large  orga¬ 
nizations  requires  clear  lines  of  authority  arranged  in  a  hierarchy.  This  means 
that  all  employees  in  the  organization  must  know  who  their  boss  is,  and  all 
persons  should  always  respect  their  boss,  i.e.,  a  chain  of  command.  Further, 
there  should  be  only  one  boss,  i.e.,  unity  of  command.  This  means  that  only 
one  person  should  be  able  to  give  subordinates  orders,  and  people  should 
receive  orders  only  through  their  own  immediate  supervisors.  In  this  way, 
everyone  knows  where  the  responsibilities  lie,  and  there  is  assurance  that 
orders  are  carried  out  by  the  best  person  possible. 

Power  and  authority 

Before  considering  specific  relationships  presented  by  an  organizational 
design,  a  basis  is  required  on  which  to  discuss  power  and  authority. 
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Sources  and  types  of  power 

The  literature  is  replete  with  definitions  of  power.  Max  Weber  defined  power 
as  “fhe  possibilify  of  imposing  one’s  will  upon  fhe  behavior  of  ofhers”  (as 
cifed  in  Fuqua  ef  al.,  2003).  Ofhers  have  suggesfed  fhaf  “power  is  fhe  abilify 
fo  obfain  compliance  [or  cooperafion]  by  means  of  coercion,  fo  have  one’s 
own  will  carried  ouf  despife  resisfance”  (Liebler  and  McCormell,  1999). 

Wifhin  fhe  confexf  of  organizafions,  Cangemi  asserfed  fhaf  “power  is 
fhe  individual’s  capacify  fo  move  ofhers,  fo  entice  ofhers,  fo  persuade  and 
encourage  ofhers  fo  attain  specific  goals  or  fo  engage  in  specific  behavior;  if 
is  fhe  capacify  fo  influence  and  mofivafe  ofhers”  (as  cifed  in  Fuqua  ef  al., 
2003).  Cangemi  believed  fhaf  successful  leaders  move  and  influence  people 
fhrough  fheir  power  foward  greafer  accomplishmenfs  for  fhemselves  and 
fheir  organizafions.  Power  allows  organizafions  fo  funcfion  efficienfly  and 
effecfively. 

French  and  Raven  classified  five  fypes  of  power:  reward,  coercive,  legif- 
imafe,  experf,  and  referenf  (as  cifed  in  Fuqua  ef  al.,  2003).  Reward  power  is 
based  on  a  willingness  and  abilify  fo  reward.  Those  having  fhe  abilify  fo 
deliver  jobs,  money,  or  anyfhing  else  fhaf  people  seek  will  derive  power. 
Coercive  power,  on  fhe  ofher  hand,  depends  on  fhe  abilify  fo  adminisfer 
punishmenf  or  give  negative  reinforcemenfs.  Legifimafe  power  depends  on 
a  posifion  fhaf  resulfs  in  fhe  aufomafic  endorsemenf  of  people  wifhin  fhaf 
group.  Experf  power  is  based  on  experf ise,  information,  and  special  knowl¬ 
edge  in  a  given  area.  Parf  of  fhe  power  of  pharmacisfs  originafes  in  sociefy’s 
dependence  on  fhem  for  fheir  knowledge  and  compefency  as  medication 
use  experfs.  Referenf  or  charismafic  power  occurs  when  people  fry  fo  emu- 
lafe  an  individual  or  when  fhey  show  greaf  admiration  for  fhaf  person. 

Legifimafe,  reward,  and  coercive  powers  are  powers  of  posifion,  or 
formal  power.  Experf  and  charismafic  powers  are  considered  informal  or 
personal  powers,  derived  from  personal  inferacfions  and  nof  by  virfue  of 
posifion. 

Formal  powers.  Legifimafe  power  is  power  based  on  one’s  posifion.  If 
is  a  formal  power,  besfowed  on  a  person  fhrough  appoinfmenf,  selection,  or 
election.  Legifimafe  power  allows  superiors  fo  hire  or  fire  a  person,  dicfafe 
job  responsibilifies,  and  confrol  fhe  work  of  an  individual  by  virfue  of  fheir 
posifion.  In  an  organization,  fhe  boss  has  legifimafe  power. 

Reward  and  coercive  power  are  relafed.  Reward  power  is  based  on  fhe 
disfribufion  of  rewards.  If  involves  compensating  fhe  recipienf  wifh  some- 
fhing  of  value  in  refurn  for  work  or  favorable  sfance  on  an  issue.  Eor  example, 
a  manager  of  a  pharmacy  may  reward  a  worker  wifh  a  bonus  for  good 
performance.  The  person  giving  fhe  reward  holds  fhe  power,  provided  fhaf 
fhe  reward  is  of  value  fo  fhe  recipienf.  Typically,  managers  give  rewards  fo 
employees  in  fhe  form  of  bonuses,  raises,  increased  vacation  times,  and 
special  recognitions.  If  fhe  reward  is  of  no,  or  little,  value  in  relafionship  fo 
fhe  job  requesfed,  fhere  mighf  be  no  power.  Conversely,  coercive  power 
involves  wifhholding  somefhing  of  value,  or  by  disfribufing  punishmenfs. 
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until  an  action  or  a  behavior  is  displayed.  For  example,  an  employee  repri¬ 
manded  for  persistent  tardiness  would  be  experiencing  a  form  of  coercive 
power. 

Informal  powers.  Experf  power  is  power  derived  from  a  person’s 
knowledge  or  expertise  in  a  given  area.  Pharmacisfs  have  experf  power 
relafed  fo  drugs,  particularly  drug-drug  inferacfions  and  adverse  evenfs. 
Pharmacisfs  exercise  fhis  t5^e  of  power  when  fhey  call  a  physician  fo  requesf 
a  change  in  drug  fherapy  because  of  a  life-fhreafening  drug-drug  inferacfion. 
The  pharmacisf,  however,  musf  use  good  inferpersonal  skills,  or  charismatic 
power,  fo  gef  fhe  message  across  effecfively. 

Influence  and  authority 

As  nofed  by  Liebler  and  McCormell  (1999),  “Influence  is  fhe  capacify  fo 
produce  effecfs  on  ofhers  or  fo  obfain  compliance,  buf  if  differs  from  power 
in  fhe  marmer  in  which  compliance  is  evoked.  Influence  differs  from  power 
in  fhaf  fhe  former  is  volunfary  and  fhe  laffer  is  coercive.  Aufhorify  ...  is  fhe 
righf  fo  issue  orders,  fo  direcf  acfion,  and  fo  command  or  exacf  compliance. 
If  is  fhe  righf  given  fo  a  manager  fo  employ  resources,  make  commifmenfs, 
and  exercise  confrol.’’ 

Max  Weber  discussed  fhree  forms  of  aufhorify:  charismafic,  fradifional, 
and  rafional  legal.  Charisma,  as  defined  by  Weber,  is  a  “cerfain  qualify  of  an 
individual  personalify  by  virfue  of  which  he  is  sef  aparf  from  ordinary  men 
and  freafed  as  endowed  wifh  supernafural,  superhuman,  or  af  leasf  specif¬ 
ically  exceptional  qualifies”  (as  cifed  in  Lieber  and  McCormell,  1999).  Tradi¬ 
tional  aufhorify  involves  a  pattern  of  heredifary  or  kinship  succession.  Ratio¬ 
nal-legal  aufhorify  is  derived  from  formal  organizations.  Formal 
organizations  in  furn  derive  fheir  legitimacy  from  fhe  social  and  legal  sysfem. 

Aversion  to  power 

Alfhough  many  recognize  power  as  necessary,  numerous  individuals  display 
an  inherenf  ambivalence  or  disfrusf  toward  if.  In  facf,  Kanfer  nofed,  “Power 
is  America’s  lasf  dirfy  word”  (as  cifed  in  Pfeffer,  1992).  Why  are  so  many  of 
us  uncomforfable  wifh  power? 

One  reason  is  fhaf  all  of  us  can  idenfify  sifuafions  and  scenarios  in  which 
unchecked  power  was  used  fo  creafe  undesirable  effecfs.  Power,  like  wafer, 
has  fhe  pofenfial  fo  resulf  in  bofh  posifive  and  negafive  oufcomes.  Wafer  is 
a  susfaining  componenf  of  life;  however,  ingesfing  foo  much  wafer  can  also 
be  life  fhreafening.  The  currenf  educafional  sysfem  in  fhe  U.S.  also  helps 
creafe  an  aversion  fo  power.  Alfhough  power  is  crifical  in  organizafions, 
wifhin  schools  inferdependence  is  minimized  and  in  some  cases  discouraged 
or  prohibifed  (Pfeffer,  1992).  In  addition,  school  generally  teaches  us  fhaf  we 
can  achieve  if  we  fry  hard  and  do  our  besf.  In  school,  achievemenf  is  gen¬ 
erally  dependenf  on  individual  abilify  and  efforf.  The  academic  process  also 
ingrains  in  us  fhe  belief  fhaf  fhere  are  righf  and  wrong  answers  and  fhaf  fhe 
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right  answer  can  be  found  at  the  back  of  the  book.  Unfortunately,  though, 
we  live  in  a  world  of  nuances  and  shades  of  gray  -  rarely  are  there  black 
and  white  answers. 

Managing  with  power 

Bennis  and  Nanus  note  that  one  of  the  major  problems  facing  organizations 
at  present  is  that  individuals  are  reluctant  to  exercise  power:  “These  days 
power  is  conspicuous  by  absence.”  Without  power,  leaders  are  unable  to 
lead.  After  all,  “power  is  the  basic  energy  needed  to  initiate  and  sustain 
action,”  or,  put  another  way,  “the  capacity  to  translate  intention  into  reality 
and  sustain  it”  (as  cited  in  Pfeffer,  1992). 

Despite  the  fact  that  more  time  is  spent  living  with  the  consequences  of 
decisions,  many  organizations  spend  an  inordinate  amount  of  time  and 
energy  in  the  decision-making  process.  Rather  than  getting  unnecessarily 
bogged  down  in  this  process  (“paralysis  by  analysis”),  organizations  must 
ensure  that  sufficient  time  is  given  to  implementing  decisions  and  dealing 
with  their  ramifications.  As  Pfeffer  (1992)  explains,  “The  important  actions 
may  not  be  the  original  choices,  but  rather  what  happens  subsequently,  and 
what  actions  are  taken  to  make  things  work  out.” 

Various  strategies  have  been  attempted  to  counteract  this  powerlessness 
phenomenon  present  in  health  care  organizations.  Health  care  literature  is 
replete  with  efforts  to  empower  the  frontline  health  care  practitioner. 
Empowerment  is  the  sharing  of  power  with  those  who  actually  do  the  work. 
For  example,  much  has  been  written  on  the  topic  of  shared  governance 
within  the  nursing  literature.  There  also  has  been  recent  discussion  of  shared 
governance  within  the  profession  of  pharmacy. 

To  increase  organizational  power,  successful  leaders  must  develop  their 
own  personal  power  and  be  effective  implementers.  Power  and  influence 
are  the  tools  required  to  get  things  done.  The  following  strategies  should  be 
considered  in  managing  with  power: 

•  Manage  through  a  shared  vision  or  organizational  culture.  Such  a 
practice  will  minimize  the  effects  of  hierarchical  authority.  Moreover, 
it  will  help  engender  a  team  spirit. 

•  Identify  the  various  interests  within  the  organization.  Determine  the 
points  of  view  of  the  various  individuals  identified.  According  to 
Pfeffer  (1992),  “The  real  secret  of  success  in  organizations  is  the  ability 
to  get  those  who  differ  from  us,  and  whom  we  don’t  necessarily  like, 
to  do  what  needs  to  be  done.” 

•  Enlist  the  cooperation  and  support  of  others  outside  the  chain  of 
command. 

•  Remember  that  formal  authority  is  not  an  absolute  requirement  for 
a  leader  to  wield  power  and  influence. 

•  Understand  where  power  comes  from  and  how  these  sources  of 
power  can  be  developed  and  utilized  within  organizations. 

•  Recognize  that  politics  is  involved  in  irmovation  and  change. 
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Line  and  staff  authority 

The  bureaucratic  model  has  led  to  the  traditional  use  of  lines  and  boxes  in 
an  organizational  chart.  Within  the  organizational  chart,  the  reporting  rela¬ 
tionships  are  depicted  by  solid  or  dotted  lines.  The  solid  lines,  referred  fo 
as  line  aufhorify,  indicafe  fhe  direcf  aufhorify  a  superior  has  over  a  subor- 
dinafe.  Persons  wifh  line  aufhorify  over  a  subordinafe  have  fhe  abilify  fo 
use  all  forms  of  power,  i.e.,  legifimafe,  reward,  and  coercive  power.  The 
manager  in  fhis  posifion  has  fhe  abilify  fo  hire  and  fire  a  direcf  reporf,  give 
raises  fo  fhe  person,  or  reprimand  fhe  person.  In  confrasf,  sfaff  aufhorify  is 
advisory  fo  line  aufhorify.  For  example,  an  accounfanf  who  prepares  reporfs 
for  fhe  disfricf  manager  has  sfaff  aufhorify  over  fhe  pharmacisfs  wifhin  fhaf 
disfricf,  buf  can  only  make  recommendations  fo  fhe  disfricf  manager  regard¬ 
ing  actions.  The  accounfanf  carmof  hire  or  fire  a  pharmacisf  because  of  poor 
financial  performance.  Sfaff  aufhorify  is  usually  depicfed  on  an  organiza¬ 
tional  charf  as  a  doffed  line  (see  Figure  3.1). 

Focus  of  much  of  fhe  classical  organizational  fheory  is  on  oufpuf  and 
producfivify  —  refining  fhe  process  fo  be  fhe  mosf  efficienf  means  of  pro¬ 
ducing  a  producf.  Alfhough  fhis  was  affracfive  fo  mosf  managers,  many 
employees  fell  disenfranchised  wifh  fhe  process.  Of  fen,  considerations  of  fhe 
employee  were  nof  faken  info  accounf.  From  fhis  recognifion  of  fhe  human 
factor  arose  some  of  fhe  modem  organizafional  fheories. 

Modern  organizational  theories 

Modem  organizafional  fheories  fake  on  a  more  behavioral  managemenf 
flavor  —  managing  people  instead  of  processes.  In  fhis  vein,  Douglas  McGre¬ 
gor  developed,  in  The  Human  Side  of  Enterprise,  his  dual  fheories  of  manage¬ 
menf:  Theory  X  and  Theory  Y.  The  underlying  messages  in  fhese  fheories 
are  fhaf  managers  mainfain  cerfain  beliefs  abouf  fheir  employees,  and  fhese 
beliefs  affecf  how  fhe  managers  deal  wifh  employees.  Consequenfly  employ¬ 
ees  read  fo  managers,  af  fimes,  in  marmers  fhaf  bring  abouf  self-fulfiling 
prophecies;  fhaf  is,  employees  become  whaf  managers  fhink  fhey  are. 

Theories  X,  Y,  and  Z 

Theory  X  sfafes  fhaf  people  inherenfly  dislike  work  and  need  fo  be  coerced 
info  performing  a  dufy.  Furfher,  fhe  fheory  indicates  fhaf  people  affempf  fo 
avoid  responsibilify  and  have  relatively  little  ambition.  They  waif  fo  be  fold 
whaf  fasks  fo  perform  and  have  little  or  no  confrol  of  or  direcfion  in  fheir 
work  lives.  Overall,  employees  seek  money  and  job  securify  only.  Theory  X 
is  considered  an  aufhorifarian  sfyle  of  managemenf. 

MacGregor  recognized  fhaf  Theory  X  works  besf  in  some  sifuafions. 
Those  cases  include  repetitive  fasks  in  which  a  high  volume  of  oufpuf  is 
required.  Furfher,  where  following  orders  is  imporfanf  fo  fhe  well-being  of 
fhe  organization.  Theory  X  managemenf  sfyle  is  imporfanf.  Often  seen  as 
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the  protot5^e,  the  U.S.  military  is  a  Theory  X  organization.  The  soldiers  are 
required  to  follow  their  superiors’  orders  without  question. 

Conversely  Theory  Y  states  that  people  want  to  exercise  self-direction 
and  control  and  seek  to  expand  their  spheres  of  influence  and  accepf  addi¬ 
tional  responsibilify  People  operating  under  fhe  influence  of  fhis  fheory  fend 
fo  see  job  commifmenf  as  a  funcfion  of  rewards  rafher  fhan  merely  of  job 
securify. 

If  Theory  Y  holds,  an  organization  can  fake  advanfage  of  fhe  mofivafion 
of  ifs  employees.  By  delegating  aufhorify  and  power,  decreasing  fhe  number 
of  levels  of  managemenf,  each  manager  will  have  a  greafer  span  of  confrol 
and  be  more  producfive.  A  parficipafive  managemenf  sfyle  fhaf  involves 
employees  in  fhe  decision-making  process  will  also  fap  fheir  creafivify  and 
provide  fhem  wifh  more  confrol  over  fheir  work  environmenf.  Through  fhis, 
employees  have  a  greafer  sense  of  job  enlargemenf,  where  fhe  broader  scope 
of  job  responsibilifies  adds  variefy  and  opporfunifies  fo  satisfy  ego  needs.  If 
properly  implemenfed,  such  an  environmenf  would  resulf  in  a  high  level  of 
mofivafion  and  enhance  employee  producfivify  and  satisfaction. 

In  1981,  William  Ouchi  developed  a  relafed  motivational  fheory  labeled 
Theory  Z  (see  Verm,  Theory  X,  Y,  and  Z).  This  fheory  is  similar  fo  Theories 
X  and  Y,  buf  emphasizes  more  fhe  affifudes  and  behaviors  of  fhe  worker 
fhan  fhe  manager.  The  fheory  places  a  large  amounf  of  frusf  and  responsi¬ 
bilify  wifh  fhe  worker;  fhaf  is,  responsibilify  for  success  or  failure  is  shared 
between  employees  and  managemenf,  and  nof  only  managemenf.  In  many 
Japanese  companies,  employees  are  guaranfeed  a  position  for  life,  which 
ideally  increases  fheir  loyalfy  fo  fhe  company.  Furfher,  Japanese  companies 
fend  fo  fake  a  greafer  inferesf  in  fheir  employees’  lives  oufside  work.  Com¬ 
panies  operafing  under  Theory  Z  fend  fo  have  more  sfable  employmenf, 
faking  care  of  fhe  job  securify  issue,  and  managers  who  fend  fo  care  abouf 
fheir  employees,  satisfying  Theory  Y  needs. 

In  conclusion.  Theories  X  and  Y  bofh  work,  buf  in  differenf  ways.  On 
fhe  proper  occasions.  Theory  X  can  produce  beffer  shorf-ferm  resulfs.  How¬ 
ever,  if  people  are  subjecfed  fo  Theory  X  managemenf  sfyle  consisfenfly,  if 
could  lead  fo  disharmony  and  dissafisfacfion,  which  is  counferproducfive 
in  fhe  long  ferm.  To  mainfain  a  healfhy,  viable  organization,  managers  need 
fo  keep  people  happy  and  mofivafed. 

Using  fhese  fheories  abouf  human  funcfioning  in  work  environmenfs 
and  fhe  concepfs  of  power  and  aufhorify  addressed  basically,  we  can  now 
explore  a  few  organizafional  designs  fhaf  have  arisen  in  fhe  pasf  cenfury. 


Organization  designs 

One  of  fhe  firsf  sfeps  in  designing  an  organizafion  is  fo  defermine  which 
jobs  belong  in  which  deparfmenf.  This  process,  called  job  classification, 
allows  one  fo  defermine  fhe  similarities  and  differences  and  allows  jobs  fo 
be  organized  info  larger  segmenfs,  such  as  deparfmenfs.  Creating  fhese 
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departments  allows  for  individuals  to  be  grouped  into  manageable  units. 
There  are  at  least  four  mefhods  fo  group  work  acfivifies. 

1.  Departmentalization  by  function  organizes  jobs  by  fhe  funcfions  fo  be 
performed.  For  example,  in  a  hospifal,  fhe  deparfmenf  of  pharmacy 
is  creafed  fo  mainfain  all  medicafion-relafed  funcfions  for  fhe  hospi¬ 
fal.  This  form  of  deparfmenfalizafion  allows  fhe  organization  fo  gain 
efficiencies  from  combining  people  wifh  similar  skills,  knowledge, 
and  purposes  fogefher  in  common  unifs.  Figure  3.2  shows  a  fypical 
hospifal  organizational  charf,  grouping  workers  fogefher  by  function. 

2.  Departmentalization  by  product  organizes  all  funcfions  needed  fo  make 
and  markef  a  parficular  producf  under  one  person.  For  example,  in 
fhe  pharmaceufical  indusfry,  fhe  brand  manager  for  a  producf  is  in 
charge  of  fhe  marketing,  research,  and  developmenf  funcfions  relafed 
fo  fhe  producf.  This  allows  for  a  coordinafed  and  direcfed  efforf  in 
fhe  sales  and  developmenf  of  fhe  brand.  Furfher  classifications  also 
exisf,  in  which  fhe  company  may  have  several  cardiovascular  prod- 
ucfs  and  may  have  several  brand  managers  wifhin  fhe  cardiovascular 
group. 

3.  Departmentalization  by  geographical  regions  groups  jobs  on  fhe  basis  of 
ferrifory  or  geography.  For  example,  a  pharmaceufical  company  may 
have  ifs  sales  force  organized  regionally,  info  fhe  norfheasf,  soufheasf. 
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Figure  3.2  Example  of  a  hospital  organization  chart. 
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Figure  3.3  Example  of  a  geographical  organizational  chart. 

midwest,  southwest,  and  northwest.  This  creates  jobs  such  as  region¬ 
al  manager  for  cardiovascular  products  (Figure  3.3). 

4.  Departmentalization  by  customer  groups  jobs  on  the  basis  of  f5^e  of 
customer.  In  pharmacy,  home-care  or  long-ferm-care  pafienfs  repre- 
senf  fhis  t5^e  of  deparmenfalizafion.  Wifhin  fhis  customer  segmenf, 
fhe  frend  is  fo  use  cross-functional  feams,  which  allow  various  group 
members  chosen  from  differenf  functions  fo  work  fogefher  fo  infer- 
dependenfly  provide  a  service.  Home-care  organizations  usually 
have  pharmacisfs,  nurses,  pharmacy  fechnicians,  medical  assisfanfs, 
and  ofhers  fo  provide  fhe  pafienf  wifh  fhe  needed  care. 

Structure  types 

Organizafions  can  be  rigid,  wifh  significanf  sfrucfure  and  formalify  or  fhey 
can  be  loose,  wifh  little  fo  no  formal  sfrucfure.  The  mechanistic  organizafion, 
inherenfly  a  rigid  organizafion,  is  fhe  fradifional  and  probably  fhe  mosf 
common  sfrucfure  used  in  medium-  fo  large-size  organizafions.  Mechanisfic 
organizafions  have  many  rules  and  procedures,  well-defined  fasks,  and  a 
clear  hierarchy  of  aufhorify.  The  profof5^ical  mechanisfic  organizafion  is  fhe 
bureaucracy.  In  mechanisfic  organizafions,  fhere  are  often  mulfiple  levels 
wifhin  fhe  hierarchy,  creafing  a  “fall”  organizafional  sfrucfure.  The  benefifs 
of  fhis  fype  of  organizafion  are  clear  delineation  of  fasks,  cenfralized  decision 
making,  and  potential  for  a  career  ladder  by  which  employees  can  progress 
and  be  promofed.  Furfher,  fhe  specializafion  of  labor  and  fhe  functional 
confrol  over  fhe  oufpuf  by  managers  fypically  resulfs  in  consisfenf  produc- 
fivify  —  up  fo  a  poinf.  The  mulfiple  layers  seen  in  bureaucracies,  coupled 
wifh  cenfralized  decision  making,  make  fhis  model  slow  fo  adapf  fo  change. 
This  facf,  coupled  wifh  fhe  many  rules  and  regulations  associafed  wifh  fhese 
organizafions,  creafes  employees  who  are  often  disillusioned  by  fhe  lack  of 
timely  response  and  fhe  lack  of  independenf  decision  making  capabilify.  This 
menfalify  fhen  perpefuafes  Theory  X  characferisfics.  In  response,  managers 
moving  up  fhe  ladder  continue  fhis  Theory  X  menfalify  and  furfher  perpef- 
uafe  negative  aspecfs  of  fhis  sfyle  of  managemenf. 
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Figure  3.4  The  hospital  as  a  matrix  organization. 

Another  form  of  mechanistic  organization  is  fhe  mafrix  organization.  A 
mafrix  organization  has  a  dual  aufhorify  sysfem.  Employees  are  organized 
along  bofh  functional  (projecf)  and  deparfmenfal  lines  (Figure  3.4).  As  such, 
employees  reporf  fo  fwo  or  more  managers.  Projecf  managers  have  aufhorify 
over  acfivifies  geared  foward  achieving  organizafional  goals,  whereas 
deparfmenfal  managers  have  aufhorify  over  promotion  decisions  and  per¬ 
formance  reviews. 

Mafrix  sfrucfures  were  developed  from  fhe  aerospace  indusfry  in  an 
efforf  fo  fake  advanfage  of  employee  skills  when  solving  a  difficulf  problem 
or  developing  a  new  producf.  This  sfrucfure  assigns  specialisfs  from  differenf 
funcfional  deparfmenfs  fo  work  on  one  or  more  projecfs  led  by  projecf 
managers.  However,  fhe  mafrix  organizafion  violafes  fhe  unify  of  command 
principle  of  bureaucracies,  fhereby  pofenfially  creating  communicafion  and 
decision  making  conflicfs  as  well  as  confusion  in  employee  evaluation  and 
accounfabilify.  Mafrix  sfrucfures  may  nof  work  well  as  long-ferm  sfrafegies. 

In  confrasf  fo  mechanisfic  sfrucfures,  organic  sfrucfures  are  more  flexible 
and  more  adapfable.  Organic  organizafions  use  participative  managemenf 
as  a  sfyle  and  are  offen  less  concerned  wifh  a  clearly  defined  sfrucfure. 
Organic  organizafions  are  fypically  flaf,  wifh  only  one  or  fwo  levels  of 
managemenf.  Flaf  organizafions  emphasize  a  decenfralized  approach  fo 
decision  making  and  encourage  employee  involvemenf  in  decisions.  These 
fypes  of  organizafions  work  well  when  fhere  is  a  need  for  quick  decision 
making  and  change  due  fo  fhe  environmenf.  In  fhese  organizafions,  fhe 
manager  musf  mainfain  a  more  personal  relationship,  fhereby  adopting  The¬ 
ory  Y  characferisfics,  fo  allow  for  fhe  developmenf  of  frusf  and  respecf. 

Professionals  offen  work  wifhin  an  organic-fype  setting.  Consider,  for 
example,  fhe  medical  feam  on  rounds  af  a  hospifal.  Typically  led  by  a  phy¬ 
sician,  mulfiple  professions  are  represenfed  on  fhe  feam  —  medicine,  nurs¬ 
ing,  pharmacy,  social  work,  respirafory  fherapy,  and  ofhers.  In  some  ways, 
fhis  represenfs  a  bureaucracy;  fhaf  is,  fhe  physician  is  in  charge,  wifh  sfaff 
aufhorify  over  fhe  ofher  professionals.  However,  fhe  feam  differs  from 
bureaucracy  in  fhaf  as  fhe  feam  sees  pafienfs  on  “rounds”  fhroughouf  fhe 
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hospital,  decisions  are  made  regarding  the  care  of  patients.  This  decentral¬ 
ized  decision  making,  standardized  more  by  the  professionals  fhemselves 
fhan  by  policy  and  procedures,  allows  for  more  flexibilify  and  adapfabilify 
in  fhe  decision  making  when  needed.  In  addifion,  even  fhough  fhese  deci¬ 
sions  are  offen  cosfly,  none  of  fhe  professionals  ask  fheir  bosses  for  permis¬ 
sion.  This  professional  bureaucracy  is  a  means  of  allowing  professionals 
discriminafory  decision-making  power  yef  allowing  fhe  manager  fo  main- 
fain  some  semblance  of  confrol. 

In  professional  bureaucracies,  fhe  pafienf  is  fhe  cenfral  focus.  All  mem¬ 
bers  of  fhe  organizafion,  or  feam,  have  a  primary  goal  in  mind  —  for  healfh 
care  professionals  fhis  is  improvemenf  in  fhe  healfh  and  well-being  of  fhe 
pafienf.  As  such,  healfh  care  professionals  and  nof  fhe  managers  develop  fhe 
sfandards  by  which  fhe  pafienf  is  cared  for.  However,  one  of  fhe  drawbacks 
fo  fhis  model  is  fhe  pofenfial  for  conflicf  among  fhe  professionals  fhemselves, 
because  many  of  fhe  professionals  will  exercise  experf  or  charismafic  power 
and  (mosf  likely)  fhe  physician  has  primary  legifimafe  power. 

Informal  organizations 

Organizafions  come  in  a  variefy  of  shapes  and  sizes.  The  oufward  sfrucfure, 
depicfed  by  fhe  organizational  charf,  can  demonsfrafe  some  of  fhe  relation¬ 
ships  fhaf  exisf.  However,  fhere  is  also  an  informal  organizafion  inherenf 
wifhin  any  formal  organizafion.  This  informal  organizafion  arises  wifhin  fhe 
formal  sfrucfure  because  of  fhe  social  inferacfion  among  fhe  organizafion’ s 
members.  This  inferacfion  leads  fo  fhe  formafion  of  groups,  bofh  large  and 
small. 

Small  groups  are  fhe  cenfral  componenf  of  fhe  informal  organizafion, 
and  membership  is  sfrongly  influenced  by  social  accepfance.  Furfher,  man- 
agemenf  has  no  confrol  over  fhe  formafion  of  fhese  groups,  buf  if  musf 
recognize  fhe  negafive  and  posifive  impacf  fhese  groups  may  have  on  fhe 
performance  of  fhe  organizafion. 

One  of  fhe  main  negafive  aspecfs  of  fhe  informal  organizafion  is  ifs 
abilify  fo  fhwarf  fhe  efforfs  of  fhe  organizafion.  If  is  well  recognized  fhaf 
whaf  is  good  for  fhe  organizafion  may  nof  be  good  for  fhe  employee  or  a 
group  of  employees.  Increasing  fhe  prescripfion  volume  of  a  pharmacy  wifh- 
ouf  increasing  sfaffing  may  seem  fo  be  a  logical  managerial  decision,  buf  fhe 
pharmacisf  and  fechnicians  required  fo  implemenf  fhis  increase  mighf  see 
fhis  as  a  poor  decision.  As  such,  fhis  informal  group  may  fake  sfeps  fo  impede 
fhe  implemenfafion  of  fhis  objecfive.  A  good  manager  will  fake  a  Theory  Y 
approach  and  affempf  fo  involve  fhe  employees  in  fhis  decision-making 
process,  fapping  fhe  resources  of  fhe  informal  organizafion  fo  gain  supporf 
and  frusf. 

In  confrasf,  fhe  informal  organizafion  can  complemenf  and  even  enhance 
fhe  formal  organizational  sfrucfure.  If  fhere  is  a  good  relafionship  between 
the  manager  and  the  leader  of  fhe  informal  group,  fhe  manager  could  use 
fhis  as  a  means  fo  gain  supporf  for  new  programs,  enhance  communicafion. 
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and  fend  off  rumors  and  misinformation.  Furfher,  fhe  informal  organizafion 
can  supply  fhe  much-needed  social  inferacfion  and  human  confacf  fo  per¬ 
form  work  efficienfly  and  effecfively 


Conclusion 

How  organizafions  are  designed  and  fhe  inferplay  of  human  and  ofher 
resources  can  provide  insighf  info  how  fhe  business  operafes.  Organizafions 
wifh  sfrong  hierarchies  and  mechanistic  sfrucfures  are  good  for  businesses 
in  sfable  environmenfs  and  provide  employees  wifh  orderly  work  environ- 
menfs.  Businesses  wifh  organic  sfrucfures  will  fypically  provide  a  more  fluid 
environmenfs  in  which  people  can  work.  When  examining  an  organizafional 
charf,  one  should  pay  attention  fo  fhe  line  and  sfaff  aufhorify  relafionships 
and  fhe  implied  confrol  fhaf  fhese  relafionships  suggesf.  The  sfrucfure  can 
be  organized  in  a  variefy  of  differenf  fashions,  along  job  specially  lines, 
geographic  lines,  or  even  producf  lines.  However,  alfhough  organizafional 
charfs  may  imply  a  formalify,  fhey  may  nof  be  consisfenf  wifh  realify.  Furfher, 
organizafional  charfs  often  fail  fo  capfure  fhe  informal  sfrucfure  and  com¬ 
munication  fhaf  exisf. 
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Historical  context 

Professions  emerged  in  fhe  Middle  Ages  when  specialized  pracfifioners 
began  fo  provide  nonsfandardized  personal  services  (e.g.,  healfh,  religion, 
welfare,  educafion)  fhaf  were  cenfral  fo  human  values  (Buerki  and  Voffero, 
1996).  These  services  required  knowledge  and  skills  fhaf  fhe  f5q)ical  clienf 
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did  not  possess.  In  medieval  times,  the  term  professional  was  applied  only  to 
monks  who  professed  their  faith  in  God  (Buerki  and  Vottero,  1996).  Physi¬ 
cians  and  other  modern-day  health  care  professionals  were  nof  considered 
professionals  in  medieval  fimes.  In  facf,  under  fhe  Romans,  medicine  was 
considered  a  very  low-grade  occupafion  (Sfarr,  1982).  If  was  nof  until  lafe 
medieval  fimes  fhaf  fhe  professionalizafion  of  medicine  and  pharmacy 
began.  For  insfance,  pharmacy  can  frace  ifs  professional  lineage  fo  fhe 
guild-like  associafions  developed  in  fhe  lafe  medieval  cities  of  Europe 
(Buerki  and  Voffero,  1996).  However,  fhe  acfual  legal  recognition  and  regu¬ 
lation  of  pharmacy  as  an  occupafion  separafe  from  medicine  did  nof  occur 
unfil  fhe  13fh  cenfury. 

Professions  and  professionals 

The  basic  confribufion  of  healfh  professionals  is  infellecfual  in  nafure  in  fhaf 
fhey  produce,  apply,  preserve,  and  communicafe  knowledge.  The  word  pro¬ 
fession  liferally  means  fo  “fesfify  on  behalf  of”  or  “sfand  for  somefhing.” 
Healfh  professionals  profess  fheir  commifmenf  fo  serving  sociefy.  Pharma- 
cisfs  nof  only  profess  fo  be  experfs  in  medication  use  fherapy,  buf  are  also 
committed  fo  helping  improve  a  pafienf’s  qualify  of  life  fhrough  achieving 
optimal  oufcomes  in  medication  fherapy.  Mrfek  and  Cafizone  describe  fhe 
work  of  professionals  as  being  public,  special,  and  exclusive  (as  cifed  in 
Buerki  and  Voffero,  1996).  The  work  of  professionals  is  public  in  nafure 
because  fhey  musf  demonsfrafe  an  unselfish  concern  for,  and  serve  fhe  needs 
of,  ofhers.  The  funcfions  performed  by  professionals  are  special  in  nafure  in 
fhaf  fhey  are  more  complex  fhan  whaf  can  be  observed.  For  insfance,  fhere 
is  much  more  fo  filling  a  prescription  fhan  whaf  can  be  direcfly  observed. 
Whereas  an  oufsider  could  observe  fhe  acfs  of  enfering  a  prescripfion  and 
dispensing  a  medicafion,  fhe  cognitive  componenf  of  filling  fhe  prescripfion 
(e.g.,  screening  fhe  prescripfion  and  dose  for  appropriafeness,  checking  for 
drug-drug,  drug-disease,  drug-lab,  and  drug-food  inferacfions)  would  be 
indiscernible.  The  exclusive  nafure  of  fhe  funcfions  performed  by  profes¬ 
sionals  sfems  from  regulafions  and  aufhorify  granfed  by  sfafe  and  federal 
agencies  (e.g.,  licensure)  fhaf  defermine  who  is  permiffed  fo  practice  and 
under  whaf  conditions. 

Many  individuals  have  idenfified  additional  characferisfics  and  respon- 
sibilifies  of  a  professional.  For  insfance,  Abraham  Flexner  firsf  idenfified  fhe 
affribufes  of  a  profession  in  1915,  on  which  Isidor  Thomer  elaborafed  in  1942 
(Buerki  and  Voffero,  1996).  One  of  fhe  affribufes  idenfified  by  Flexner  and 
Thorner  is  fhaf  fhe  profession  provides  a  relafively  specific  funcfion  fhaf  ifs 
pracfifioners  depend  on  for  fheir  livelihood  and  social  sfafus.  Professionals 
perform  fhe  necessary  funcfions  for  sociefy  fhaf  sociefy  carmof  provide  for 
ifself .  In  refum  for  fhis  service,  sociefy  granfs  professionals  special  privileges, 
such  as  infernal  confrol  and  autonomy  in  decision  making  wifhin  fheir 
realms  of  experfise.  In  accepting  fhis  responsibilify,  professionals  generally 
rely  on  a  code  of  efhics  (see  Appendix  A  for  fhe  Code  of  Efhics  for  Pharma- 
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cists)  and  peer  review  mechanisms  to  help  maintain  a  standard  of  conduct 
that  exceeds  regulatory  requirements  (Buerki  and  Vottero,  1996). 

A  second  attribute  identified  by  Flexner  and  Thomer  is  fhaf  professions 
involve  special  fechniques  fhaf  depend  on  a  cerfain  sef  of  compefencies.  This 
is  closely  linked  wifh  fhe  fhird  affribufe,  which  sfafes  fhaf  professions  are 
based  on  a  specialized  body  of  knowledge  founded  on  general  principles. 
Theoretical  knowledge  and  undersfanding  underpin  fhe  fechnique  of  every 
profession  (Buerki  and  Voferro,  1996).  Even  fhough  pafienfs  do  nof  under- 
sfand  or  use  fhis  body  of  knowledge  direcfly,  fhey  do  benefif  from  if.  The 
fourfh  affribufe  sfafes  fhaf  fhe  profession  has  efhics  fhaf  puf  fhe  profes¬ 
sional’s  immediafe  inferesfs  second  affer  attending  fo  fhe  needs  of  sociefy. 
For  insfance,  pharmacisfs  are  offen  required  fo  subordinafe  fheir  immediafe 
personal  needs  (e.g.,  sleep)  in  fhe  inferesf  of  pafienf  care  (e.g.,  being  called 
in  fo  prepare  a  sfaf  injecfion  affer  fhe  pharmacy  is  closed).  According  fo 
Flexner  and  Thomer,  fhe  fiffh  affribufe  of  a  profession  is  fhe  exisfence  of  a 
formal  association  fhaf  fosfers  fhe  efhic  and  improvemenf  of  performance. 

Ofher  characferizafions  of  professionals  exisf.  For  insfance.  Miner  refers 
fo  five  characferisfics  of  a  professional  (as  cifed  in  Longesf,  1990): 

1.  Desire  to  learn.  Given  fhe  explosion  of  medical  information  and  esfi- 
mafes  fhaf  knowledge  and  insighf  double  in  fhe  life  sciences  af  leasf 
every  3.5  years,  if  is  essenfial  for  fhe  professional  fo  mainfain  a 
lifelong  dedication  fo  learning. 

2.  Desire  to  work  independently.  The  professional  mainfains  relationships 
wifh  pafienfs  fhaf  require  independenf  acfion  based  on  an  individu¬ 
al’s  besf  professional  judgmenf. 

3.  Desire  to  acquire  status.  The  provision  of  services  fo  pafienfs  is  based 
in  parf  on  fhe  sfafus  granfed  by  sociefy,  fhe  aufhorify  granfed  by  sfafe 
and  federal  agencies,  and  fhe  pafienf’s  recognifion  of  fhe  profession¬ 
al’s  experf  sfafus. 

4.  Desire  to  help  others.  The  relafionship  between  the  patient  and  the 
professional  is  predicafed  on  fhe  former’s  expecfafion  fhaf  fhe  laffer 
will  help  fhe  pafienf  as  much  as  possible. 

5.  Value-based  identification  within  the  profession.  The  professional  is 
sfrongly  committed  fo  fhe  profession  and  upholding  ifs  convenfions 
and  efhical  principles. 

Professional  socialization 

Professional  socialization  is  fhe  dynamic  process  whereby  sfudenfs  learn 
abouf  fhe  professional  role  and  fhe  expecfafions  of  performance  in  fhaf  role 
(Chalmers  ef  al.,  1995).  As  parf  of  fhe  socializafion  process,  individuals  learn 
formal  and  informal  values,  affifudes,  beliefs,  sfandards  of  practice,  sfyles 
of  communicafion,  and  modes  of  inferacfion  as  fhey  are  socialized  info 
becoming  healfh  care  professionals.  “They  are  framed  fo  fhink  and  acf  in 
cerfain  ways  fhaf  are  consisfenf  wifh  fhe  ways  of  fheir  profession’’  (Muldary 
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1983).  As  part  of  the  socialization  process,  individuals  also  develop  perspec¬ 
tives  on  professional  identity  and  the  ideologies  that  underpin  the  profession 
(Chalmers  et  al.,  1995). 

A  large  part  of  the  professional  socialization  of  pharmacists  involves  the 
training  of  students  to  provide  pharmaceutical  care.  Although  it  is  the  subject 
of  Chapter  15,  for  now  readers  should  think  of  pharmaceutical  care  as  focus¬ 
ing  the  pharmacist’s  abilities  and  responsibilities  on  achieving  optimal  out¬ 
comes  in  drug  therapy  in  order  improve  a  patient’s  quality  of  life.  In  addition 
to  academic  learning  about  drug  therapy,  students  must  learn  other 
attributes  essential  to  delivering  pharmaceutical  care,  such  as  sensitivity  and 
the  commitment  to  develop  caring,  collaborative  relationships  with  the 
patient  and  other  care  providers  for  the  patient  (Chalmers  et  al.,  1995).  To 
facilitate  the  development  of  these  skills,  professional  pharmacy  schools 
continue  to  emphasize  the  development  of  problem-solving  skills  through 
an  emphasis  on  hands-on  learning. 

Managing  health  care  professionals 

Distinct  qualities  within  health  care 

Health  care  is  distinct  from  other  industries  in  that  it  involves  the  care  of 
human  beings.  Because  human  beings  are  involved,  the  stakes  are  apprecia¬ 
bly  higher,  and  there  is  an  absolute  necessity  for  a  high  level  of  quality  in 
the  work  performed.  Health  service  organizations  are  also  unique  in  that  a 
wide  range  of  human  resources  is  deployed  in  the  delivery  of  the  care,  from 
some  of  the  most  highly  trained  and  educated  professionals  and  scientists 
to  manual  laborers.  A  high  technology  base  and  the  coexistence  of  automated 
and  manual  work  methods  also  help  distinguish  health  care  from  other 
industries  (Longest,  1990). 

Furthermore,  because  of  the  continued  growth  in  health  care  expendi¬ 
tures,  it  is  no  longer  possible  to  consider  only  quality  and  ignore  cost  and 
efficiency  when  evaluating  the  delivery  of  health  care  services.  National 
health  spending  is  projected  to  reach  $3.1  trillion,  or  approximately  18%  of 
the  gross  domestic  product,  by  2012  (Heftier,  2003).  Unstable  reimbursement 
mechanisms  and  the  continued  erosion  of  reimbursement  for  the  delivery 
of  health  care  services  further  necessitate  health  care  organizations  to  con¬ 
sider  cost  and  efficiency  along  with  quality. 

Because  of  cost  and  patient  care  considerations,  managers  in  health  care 
organizations  must  constantly  focus  on  maximizing  quality  and  efficiency. 
Figure  4.1  depicts  the  dual  focus  required  of  managers  in  health  care  organi¬ 
zations.  Managers  in  health  care  organizations  must  constantly  strive  to  ensure 
that  the  provision  of  care  falls  within  Quadrant  1,  where  productivity  and 
quality  are  at  their  highest.  In  the  past  when  reimbursement  for  health  care 
services  was  higher,  efficiency  was  not  as  much  of  a  priority,  and  it  was  easier 
for  organizations  to  tolerate  the  provision  of  care  that  fell  within  Quadrant  IV. 
Whereas  the  achievement  of  a  high  degree  of  productivity  and  a  low  to  mod- 
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Figure  4.1  Dual  focus  of  health  care  organizations. 


erate  level  of  quality  may  be  more  tolerable  in  other  industries,  the  involve¬ 
ment  of  human  lives  in  health  care  means  that  care  that  falls  within  Quadrant 
II  is  imacceptable.  The  delivery  of  care  that  falls  within  Quadrant  III  is  also 
unacceptable  in  health  care  because  both  quality  of  care  and  efficiency  are 
compromised.  Alfhough  if  is  commonly  assumed  fhaf  qualify  will  suffer  if 
organizations  focus  fo  an  exfreme  on  cosfs,  “if  was  found  fhaf  hospifals  able 
fo  provide  services  in  an  efficienf  manner  fend  fo  produce  services  of  higher 
qualify  fhan  fhose  fhaf  operafe  less  efficienfly”  (Longesf,  1990). 


Classical  management  theory 

How  does  one  infegrafe  and  apply  an  undersfanding  of  fhe  characferisfics 
of  professionals  and  fhe  unique  needs  of  healfh  care  info  fhe  developmenf 
of  effecfive  managemenf  fechniques  for  healfh  care  professionals?  To  answer 
fhe  quesfion,  if  is  essenfial  fo  review  classical  managemenf  fheory.  Simply 
puf,  managemenf  is  a  process  in  which  inpufs,  such  as  human  and  physical 
resources  and  fechnology,  are  fransformed  under  fhe  influence  of  manage¬ 
menf  info  desired  oufpufs  (Longesf,  1990).  The  five  funcfions  fhaf  comprise 
fhe  managemenf  process  are  plarming,  organizing,  directing,  coordinafing, 
and  confrolling.  When  sfudying  fhe  differenf  funcfions  of  fhe  managemenf 
process,  if  is  helpful  fo  fhink  of  each  as  an  independenf  sfep.  However,  fhe 
five  sfeps  are  not  a  series  of  independenf  sfeps,  buf  insfead  parf  of  a  confin- 
uous  process  wifh  each  sfep  overlapping  fhe  ofher.  The  reader  is  referred  fo 
Chapfer  1  for  a  more  fhorough  discussion  of  classical  managemenf  fheory. 


Covert  leadership 

Alfhough  direcfing  and  confrolling  are  frequenfly  fhoughf  of  as  crifical 
funcfions  in  fhe  managemenf  of  human  resources,  fhe  disfinguishing 
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characteristics  of  professionals  dicfafe  a  slighfly  refined  managemenf 
approach.  For  insfance,  because  of  fheir  independence  and  knowledge 
base,  professionals  generally  require  little  direcfion  and  supervision. 
Readers  are  caufioned  from  inferprefing  fhe  preceding  sfafemenf  as  saying 
fhaf  fhe  supervision  of  professionals  is  complefely  unnecessary.  Insfead, 
when  managing  professionals,  fhe  manager  musf  apply  whaf  is  known 
from  classical  managemenf  fheory  and  apply  a  sense  of  nuances,  con- 
sfrainfs,  and  limifafions.  Henry  Minfzberg  (1998)  uses  fhe  ferm  covert 
leadership  fo  describe  fhis  concepf  of  managing  wifh  a  sense  of  nuances, 
consfrainfs,  and  limifafions. 

Minfzberg  (1998)  furfher  explains  fhaf  fhe  arf  of  managing  profession¬ 
als  is  analogous  fo  fhe  work  of  an  orchesfra  conducfor.  Minfzberg  suggesfs 
fhaf  “fhe  symphony  orchesfra  is  like  many  ofher  professional  organiza- 
fions  ...  in  fhaf  if  is  sfrucfured  around  fhe  work  of  highly  framed  individ¬ 
uals  who  know  whaf  fhey  have  fo  do  and  jusf  do  if.”  Insfead  of  fhe  manager 
providing  fhe  coordinafion,  much  of  fhe  coordinafion  and  sfrucfure  comes 
from  fhe  profession  ifself.  Because  fhey  are  secure  in  whaf  fhey  know  and 
how  fo  do  if,  professionals,  like  musicians,  do  nof  need  empowermenf. 
Insfead,  fhey  require  an  infusion  of  energy  fo  help  spark  fhe  inspirafion 
necessary  fo  complefe  fhe  objecfives. 

Even  fhough  fhe  profession  provides  some  coordinafion  and  sfrucfure, 
managemenf  and  leadership  of  professionals  are  sfill  necessary.  Wifhouf 
fhem,  fhe  sysfem  will  break  down.  To  confinue  fhe  analogy  of  a  symphony 
orchesfra,  fragmenfed  music  and  even  noise  could  resulf  in  fhe  absence  of 
any  leadership.  How  fhen  does  a  manager  engender  fhe  supporf  of  profes¬ 
sionals  fo  help  meef  fhe  needs  of  fhe  organizafion? 

Identifying  influencers 

One  skill  fhaf  managers  of  professionals  need  fo  masfer  fo  be  successful  is 
fhe  abilify  fo  idenfify  and  enlisf  fhe  supporf  of  fhe  influencers  wifhin  fhe 
group.  Influencers  are  fhose  individuals  wifhin  an  organizafion  or  sociefy 
fo  whom  ofhers  fum  for  counsel  or  guidance,  even  fhough  fhe  particular 
individual  is  nof  idenfified  as  being  in  a  leadership  role.  Bassett  and  Mefzger 
(1986)  describe  seven  sfrafegies  fo  idenfify  influencers: 

1.  Identify  vocal  people  to  whom  others  seem  to  listen.  The  second  parf  of 
fhis  sfafemenf  is  crifical.  Vocal  individuals  who  are  frequenfly  dis¬ 
missed  or  ignored  are  nof  considered  influencers. 

2.  Identify  persons  who  seek  others  out.  These  individuals  will  offen  be  fhe 
ones  who  greef  and  welcome  new  employees  or  comforf  a  disfressed 
employee. 

3.  Identify  persons  whom  others  seek  out.  These  individuals  are  fhe  ones 
fo  whom  employees  furn  wifh  quesfions  or  issues. 

4.  Identify  the  trendsetters.  People  generally  fend  fo  imifafe  fhose  whom 
fhey  respecf. 
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5.  Identify  those  who  seem  to  reflect  the  consensus.  Certain  individuals  often 
stand  out  as  representing  the  opinions  and  values  of  fhose  around 
fhem. 

6.  Identify  those  who  set  the  work  standards.  Cerfain  individuals  offen  sef 
fhe  pace  for  how  fhe  work  is  performed. 

7.  Identify  persons  with  a  certain  spark  or  charisma.  Cerfain  individuals 
offen  emanafe  a  cerfain  charisma.  However,  if  is  imporfanf  fo  nofe 
fhaf  such  a  spark  is  nof  always  posifive. 

Masfering  fechniques  fo  help  enlisf  fhe  supporf  of  influencers  is  as 
imporfanf  as  idenfifying  influencers.  Bassett  and  Mefzger  (1986)  describe 
four  sfrafegies  fhaf  can  be  used  fo  engender  fhe  supporf  of  influencers: 

1.  Ask  influencers  for  advice  or  opinion.  Generally,  people  find  if  very 
flaffering  when  someone  in  aufhorify  asks  for  fheir  advice  or  opinion. 
Yef,  if  is  imporfanf  fhaf  advice  should  be  soughf  from  influencers 
only  if  fhere  is  a  chance  fhaf  fhe  advice  will  be  followed.  In  cerfain 
cases,  if  may  be  safer  fo  seek  an  opinion  on  a  pofenfial  course  of 
acfion  because  fhe  obligation  fo  follow  whaf  is  suggesfed  is  some- 
whaf  mifigafed. 

2.  Give  or  share  responsibility.  Because  fhere  are  risks  associafed  wifh 
giving  or  sharing  responsibilify  if  is  imporfanf  nof  fo  ask  for  help  on 
matters  for  which  failure  or  error  is  unaccepfable. 

3.  Keep  influencers  in  on  things.  Keeping  individuals  in  fhe  loop  abouf 
whaf  is  going  on  and  whaf  is  being  planned  is  critical  in  helping 
individuals  respond  fo  sfress  and  anxiefy.  Moreover,  when  people 
know  whaf  is  going  on,  fhey  generally  develop  an  improved  ouflook 
and  favorable  feelings  toward  fhose  who  give  fhem  fhe  information. 

4.  Match  motive  and  reward.  One  of  fhe  mofivafional  facfors  for  influenc¬ 
ers  is  a  need  fo  be  acknowledged  as  leaders.  When  influencers  are 
recognized  and  respected  as  leaders,  fhey  will  be  more  likely  fo 
provide  addifional  supporf  fo  meeting  fhe  overall  objectives  and 
goals. 

Motivating  professionals 

The  concepf  of  mofivafion  is  a  key  deferminanf  in  influencing  human  behav¬ 
ior.  Af  ifs  core,  mofivafion  fheory  revolves  around  needs,  actions,  and  goals. 
According  fo  Basseff  and  Mefzger  (1986): 

When  you  have  a  need  (a  wish,  a  desire,  a  want,  a  life  requirement),  it 
moves  you  into  action.  You  stay  in  action,  in  one  form  or  another,  seeking 
to  reach  a  goal  that  will  satisfy  the  need.  Yet  action  ceases  when  the  need 
is  satisfied,  and  no  action  takes  place  until  the  need  surfaces. 
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Because  what  another  person  specifically  needs  or  wants  is  rarely  known, 
applying  the  theory  is  very  difficult. 

Understanding  what  motivates  people  and  applying  that  knowledge  can 
facilitate  the  development  and  maintenance  of  a  sfrong  and  loyal  workforce. 
Whaf  people  wanf  from  fheir  work  has  changed  remarkably  little  fhrough 
fhe  years.  Surveys  reveal  fhaf  employees  desire  full  appreciation  for  fhe  work 
done,  a  feeling  of  being  in  on  fhings,  inferesfing  work,  and  job  securify. 
Inferesfingly,  good  wages  was  nof  fhe  highesf  ranked  facfor  for  employees, 
buf  insfead  ranked  fifth  (Basseff  and  Mefzger,  1986). 

A  challenging  job  is  a  key  mofivafor,  especially  among  professionals, 
because  if  allows  for  a  feeling  of  achievemenf,  growfh,  responsibilify, 
advancemenf,  enjoymenf  of  fhe  work  ifself,  and  earned  recognition  (Longesf, 
1990). 

Rewards  and  reinforcement 

In  1911,  Edward  L.  Thorndike  proposed  fhe  firsf  major  fheorefical  freafmenf 
given  fo  fhe  concepf  of  rewards  and  reinforcemenf.  His  law  of  effecf  sfafes 
fhaf  behavior  fhaf  is  followed  by  satisfaction  (reward)  is  more  likely  fo  recur, 
and  behavior  fhaf  is  followed  by  discomforf  (punishmenf)  is  less  likely  fo 
recur.  Rewards  or  reinforcemenfs  “are  exfernal  fo  individuals  in  fhaf  fhey 
are  environmenfal  evenfs  fhaf  follow  behavior.”  Reinforcemenf  is  fherefore 
differenf  from  mofivafion  in  fhaf  fhe  laffer  is  considered  an  infernal  phe¬ 
nomenon  (Muldary  1983).  Positive  reinforcemenf  involves  fhe  presenfafion 
of  somefhing  pleasanf  whereas  negafive  reinforcemenf  involves  fhe  fermi- 
nafion  or  removal  of  somefhing  unpleasanf.  Bofh  positive  and  negafive 
reinforcemenfs  serve  fo  increase  fhe  probabilify  fhaf  a  given  behavior  will 
recur  (Muldary,  1983).  Managers  should  affempf  fo  creafe  sifuafions  where 
fheir  employees  are  influenced  more  by  positive  reinforcemenf  fhan  by  neg¬ 
afive  reinforcemenf. 

To  help  satisfy  employees’  key  needs  for  recognifion  and  for  feeling 
imporfanf,  if  is  crifical  fhaf  managers  acknowledge  employee  accomplish- 
menfs.  Recognifion  of  accomplishmenfs  helps  employees  believe  fhaf  fhey 
are  accepfed  and  approved  by  fhe  insfifufion  and  by  fheir  managers.  If  also 
shows  fhem  how  and  why  fhey  are  doing  useful  work,  and  if  fells  fhem  fhaf 
fheir  managers  undersfand  and  appreciafe  fheir  confribufions  (Basseff  and 
Mefzger,  1986). 

In  addition  fo  recognifion  and  praise,  employees  can  also  be  rewarded 
fhrough  a  variefy  of  fokens  including  salaries,  raises,  promotions,  bonuses, 
vacations,  flexible  scheduling,  privileges,  continuing  educafion,  framing, 
equipmenf,  and  supplies.  The  opporfunify  fo  improve  fheir  skills  fhrough 
formal  framing  and  confinuing  educafion  is  often  a  powerful  foken  for 
professionals  (Muldary,  1983). 

In  granting  reinforcemenfs  and  rewards,  managers  need  fo  be  cognizanf 
of  several  poinfs.  Firsf,  reinforcemenfs  and  rewards  need  fo  be  granfed 
consisfenfly  and  applied  sysfemafically.  However,  fhis  should  nof  be  infer- 
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preted  as  saying  that  all  individuals  should  be  rewarded  the  same.  In  fact, 
rewarding  all  people  the  same  tends  to  encourage  mediocrity  because  high 
performers  perceive  fhaf  fhe  organizafion  does  nof  value  fheir  exfra  efforfs. 
Inacfion  by  managers  can  also  serve  as  a  reinforcer.  Therefore,  if  rewards  are 
wifhheld  for  any  reason,  managers  need  fo  explain  why.  Confinuous  rein- 
forcemenf  is  usually  subopfimal  because  if  fhe  reinforcer  is  ever  removed, 
fhe  behavior  is  likely  fo  cease  quickly.  As  a  resulf,  fhe  use  of  differenf  sched¬ 
ules  of  reinforcemenf  is  a  highly  efficienf  way  of  enhancing  fhe  qualify  of 
work  life  and  facilifafing  greafer  job  safisfacfion  (Muldary  1983). 

The  importance  of  communication 

Even  fhough  communicafion  is  an  everyday  occurrence  and  is  frequenfly 
faken  for  granfed,  if  can  be  a  key  deferminanf  in  an  organization’s  abilify  fo 
achieve  ifs  objecfives.  Unless  a  manager  can  effectively  communicafe  whaf, 
how,  by  whom,  and  when  if  is  fo  be  done,  fhe  likelihood  of  fhe  objective 
being  complefed  as  desired  is  greafly  diminished  (Longesf,  1990).  The  pro¬ 
cess  is  complicafed  because  each  communicafion  involves  af  leasf  six  mes¬ 
sages:  whaf  one  means  fo  say,  whaf  one  acfually  says,  whaf  fhe  ofher  people 
hear,  whaf  fhe  ofher  people  fhink  fhey  hear,  whaf  fhe  ofher  people  say,  and 
whaf  one  fhinks  fhe  ofher  people  say  (Bassett  and  Mefzger,  1986).  Disforfion 
in  any  of  fhe  six  messages  can  seriously  impair  fhe  communicafion  process. 

Willard  and  Merrihue  describe  four  principles  fhaf  managers  can  use  fo 
ensure  effective  communicafion  wifh  fheir  employees  (as  cifed  in  Basse!  and 
Mefzger,  1986).  Firsf,  managers  should  seek  fo  gain  fhe  confidence  of  fheir 
employees  by  being  imparfial  and  consisfenf,  fulfilling  commifmenfs, 
addressing  and  answering  any  problems  or  concerns,  representing  employ¬ 
ees’  inferesfs  fo  ofhers  wifhin  fhe  organizafion,  and  making  if  clear  fhaf  fhe 
insfifufion  has  a  grievance  process  fhaf  works.  Second,  managers  should 
seek  fo  gain  fhe  respecf  of  fheir  employees  by  showing  sincere  inferesf  in 
issues  fhaf  are  imporfanf  fo  fhe  employees,  being  considerafe  and  helpful, 
and  displaying  enfhusiasm  abouf  fheir  progress.  Third,  fhere  should  be  good 
upward  and  downward  communicafion  befween  managers  and  employees. 
Lisfening,  falking,  and  selling  skills  musf  be  developed  and  culfivafed.  Lasf, 
because  half  of  communicafion  is  acfive  lisfening,  if  is  imporfanf  fo  lisfen 
carefully  fo  achieve  full  undersfanding  of  fhe  informafion  received,  fake 
action  quickly  based  on  fhis  undersfanding,  and  communicafe  fhe  resulfs  of 
such  action.  If  has  been  said  fhaf  fhe  beffer  fhe  manager  lisfens,  fhe  more 
fhe  manager  will  inspire. 

When  professionals  become  managers 

Very  few  people  begin  fheir  careers  as  managers.  Usually,  a  person  is  offered 
a  managemenf  posifion  because  of  pasf  performance  in  some  specialfy  or 
funcfional  area.  However,  pasf  success  in  one  area  does  nof  guaranfee  fhaf 
fhe  person  will  be  an  effective  manager.  The  Pefer  Principle  sfafes  fhaf  “in 
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a  hierarchy,  every  person  tends  to  rise  to  his  [sic]  level  of  incompetence” 
(McCormell,  1997).  Peter  recognized  that  good  performers  wifhin  a  func¬ 
tional  or  specially  area  fend  fo  be  singled  ouf  for  promotions.  He  poshed 
fhaf  “fhe  oufsfanding  worker  af  any  level  is  likely  fo  be  promofed  fo  fhe  nexf 
level  in  fhe  hierarchy.  This  process  may  confinue  unfil  fhe  individual  reaches 
a  level  where  performance  is  mediocre  af  besf.”  Alfhough  Pefer  painfs  a 
rafher  grim  picfure,  fhe  sifuafion  for  newly  promofed  managers  is  nof  as 
bleak  as  one  mighf  fhink.  After  all,  managemenf  is  an  arf,  and  for  fhe  mosf 
parf,  “fhe  arf  of  managemenf  is  learned  on  fhe  job”  (Longesf,  1990). 

To  be  effective  in  fhe  pracfice  of  managemenf,  new  managers  need  fo 
optimize  fheir  skills  wifhin  fhree  broad  domains.  Kafz  has  idenfified  fhe 
fhree  skills  as  fechnical,  human,  and  concepfual.  Technical  skill  includes  fhe 
abilify  fo  use  fhe  mefhods,  fechniques,  and  processes  of  a  particular  field. 
Human  skill  involves  “fhe  abilify  fo  gef  along  wifh  ofher  people,  fo  under- 
sfand  fhem,  and  fo  mofivafe  and  lead  fhem  in  fhe  workplace”  (as  died  in 
Longesf,  1990).  Concepfual  skill  involves  fhe  abilify  fo  visualize  fhe  factors 
and  various  inferdependencies  wifhin  a  sifuafion  and  an  organization.  Con¬ 
cepfual  skill  allows  fhe  manager  fo  undersfand  fhe  various  issues  wifhin  a 
sifuafion,  how  fhey  fif  fogefher,  and  how  fhey  inferacf  wifh  one  anofher.  If 
is  imporfanf  fo  note  fhaf  nof  all  managemenf  positions  ufilize  fhese  fhree 
broad  skills  fo  fhe  same  degree  (Figure  4.2). 

Professionals  and  burnout 

Risk  factors  for  burnout 

Healfh  professionals  experience  burnouf  wifh  greafer  frequency  fhan  people 
in  business  or  indusfry  (Muldary,  1983).  Consequenfly  when  managing  pro¬ 
fessionals,  if  is  imporfanf  fo  undersfand  some  of  fhe  pofenfial  causes  of  and 


Figure  4.2  Relative  application  of  management  skills  by  different  types  of  pharmacy 
managers. 
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strategies  to  prevent  burnout  in  health  care  professionals.  Although  burnout 
in  health  care  professionals  appears  fo  be  highly  individualized,  Maslach 
and  Jackson  define  burnouf  as  “fhe  loss  of  concern  for  fhe  people  wifh  whom 
one  is  working  [including]  physical  exhausfion  [and]  ...  an  emofional 
exhaustion  in  which  fhe  professional  no  longer  has  any  positive  feelings, 
sympafhy  or  respecf  for  clienfs  and  pafienfs”  (as  cifed  in  Muldary,  1983). 

Alfhough  if  can  be  dangerous  fo  creafe  sfereof5^es  or  generalizafions 
abouf  a  group,  if  is  essential  fhaf  managers  of  professionals  undersfand  fhe 
characferisfics  fhaf  predispose  fhe  professional  fo  burnouf.  To  reiferafe, 
healfh  care  professionals  frequenfly  exhibif  a  high  degree  of  empafhy  a 
humanifarian  orienfafion,  a  need  fo  make  an  impacf  on  fhe  world  of  ofhers, 
and  high  personal  expecfafions  abouf  fheir  roles  and  abilities  fo  posifively 
impacf  fhe  world  around  fhem  (Muldary,  1983). 

The  characferisfics  fhaf  influence  individuals  fo  become  healfh  care  pro¬ 
fessionals  may  be  fhe  same  characferisfics  fhaf  predispose  fhem  fo  burnouf 
(Muldary,  1983).  For  insfance,  individuals  wifh  a  high  degree  of  empafhy 
fend  fo  be  drawn  fo  fhe  caring  professions.  However,  healfh  care  profession¬ 
als  who  have  a  high  degree  of  empafhy  fend  fo  experience  a  fair  amounf  of 
disfress  when  fheir  pafienfs  suffer.  Pines  and  Aronson  (1981)  furfher  describe 
fhaf  healfh  care  professionals’  inherenf  clienf-cenfered  orienfafion  and  focus 
predisposes  fhem  fo  burnouf  (as  cifed  in  Muldary,  1983). 

Also,  as  described  earlier  in  fhis  chapfer,  one  of  fhe  affribufes  of  a  pro¬ 
fession  is  fhaf  ifs  professionals  have  efhics  fhaf  place  fheir  immediafe  infer- 
esfs  affer  fhe  needs  of  sociefy.  Because  fheir  individual  needs  and  feelings 
are  subordinafed,  and  af  fimes  even  denied,  healfh  professionals  are  faughf 
fo  believe  fhaf  if  is  inappropriafe  fo  safisfy  fheir  own  needs  while  in  fhe 
professional  role.  This  resulfs  in  fhe  use  of  denial  and  repression  fo  block 
fhe  feelings  and  needs  fhaf  are  continually  frusfrafed.  In  addition,  healfh 
care  professionals  usually  expecf  greaf  fhings  from  fhemselves  and  offen 
have  unrealisfic  expecfafions  fhaf  fhey  will  be  able  fo  funcfion  more  effec- 
fively  fhan  ofhers  before  fhem.  Healfh  care  professionals  frequenfly  wind 
up  infernalizing  fhese  offen  unrealisfic  expecfafions  fhaf  fhey  fhemselves, 
and  ofhers,  associafe  wifh  fheir  roles  as  healfh  care  professionals.  When 
expecfafions  are  nof  mef,  even  if  fhrough  no  faulf  of  fheir  own,  healfh  care 
professionals  offen  experience  anxiefy  and  guilf,  and  if  leff  unchecked, 
resenfmenf  and  burnouf  may  resulf  (Muldary,  1983). 

There  also  are  cerfain  individual  personalify  fypes  fhaf  if  coupled  wifh 
fhe  common  fraifs  of  healfh  care  professionals  lend  fhemselves  fo  even 
greafer  risks  of  burnouf.  For  insfance,  healfh  care  professionals  who  have 
a  T5q)e  A  personalify  or  an  obsessive-compulsive  personalify  may  be 
furfher  predisposed  fo  burnouf.  Persons  wifh  obsessive-compulsive  per- 
sonalifies  cannof  accepf  fhaf  fhe  world  is  imperfecf  and  will  sfrive  fo 
compensafe  by  gaining  a  measure  of  confrol  over  anyfhing  fhey  can. 
However,  as  fhe  number  of  fhings  fhaf  fhey  cannof  confrol  increases,  fhey 
offen  experience  mood  changes  and  become  depressed.  Individuals  wifh 
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obsessive-compulsive  personalities  also  tend  to  be  exceedingly  detail-ori¬ 
ented  and  tend  to  focus  on  work  and  productivity  at  the  expense  of 
inferpersonal  relafionships  and  relaxafion.  Moreover,  fhey  are  offen  ori- 
enfed  foward  achievemenf  in  order  fo  validafe  fheir  worfh  as  human 
beings  (Muldary,  1983). 

Healfh  care  professionals  plagued  by  self-doubf  are  also  af  higher  risk 
for  bumouf.  This  feeling  of  self-doubf  can  be  infensified  whenever  posifive 
oufcomes  are  nof  readily  apparenf  in  fhe  care  of  pafienfs.  Anofher  individual 
characferisfic  fhaf  can  dispose  an  individual  fo  burnouf  is  a  dependenf 
personalify  Dependenf  persons  subordinafe  fheir  own  needs  fo  fhose  of 
ofhers.  This  subordinafion  is  above  and  beyond  fhaf  described  by  Flexner 
and  Thorner  as  an  affribufe  of  a  profession.  As  long  as  fhey  feel  needed  and 
appreciafed  by  fhe  pafienfs  fhey  serve,  dependenf  persons  will  receive  con¬ 
siderable  reward  from  fheir  jobs.  However,  if  fhaf  reward  is  nof  forfhcoming, 
fhe  job  can  become  more  and  more  sfressful  for  fhem.  A  passive-aggressive 
personalify  is  anofher  individual  characferisfic  fhaf  can  predispose  an  indi¬ 
vidual  fo  burnouf.  Individuals  demonsfrafing  passive-aggressive  behavior 
indirecfly  resisf  and  oppose  demands  made  on  fhem  by  ofhers  (e.g.,  via 
procrasfinafion,  infenfional  inefficiency,  or  forgeffulness)  fo  mainfain  or 
improve  fheir  currenf  levels  of  performance  (Muldary,  1983). 

Women  healfh  care  professionals  may  also  experience  unique  sefs  of 
challenges  and  expecfafions  wifhin  fheir  work  environmenfs.  If  has  been 
found  fhaf  women  “see  work  as  a  means  of  self-fulfillmenf  and  professional 
autonomy”  and  consequenfly  may  hold  higher  expecfafions  for  fheir  careers 
fhan  men  (Muldary,  1983).  Moreover,  women  healfh  professionals  who  man¬ 
age  families  in  addifion  fo  fheir  jobs  have  expecfafions  fo  fulfill  as  profes¬ 
sionals  as  well  as  wives  or  mofhers.  Expecfafions  from  each  role  can  carry 
over  info  fhe  ofher  confexfs  and  can  resulf  in  liffle  fime  for  women  fo  meef 
fheir  personal  needs.  Anofher  problem  fhaf  can  be  experienced  by  women 
professionals  is  real  or  perceived  sexism.  Alfhough  beyond  fhe  scope  of  fhis 
chapter,  real  or  perceived  sexism  can  resulf  in  added  frusfrafions  and  resenf- 
menfs  fhaf  could  furfher  confribufe  fo  burnouf. 

Burnout  and  the  neophyte  professional 

Healfh  professionals  offen  experience  burnouf  wifhin  two  years  of  beginning 
fheir  jobs  (Muldary,  1983).  Moreover,  if  is  frequenfly  fhe  neophyfe  profes¬ 
sional,  as  opposed  fo  fhe  more  experienced  professional,  who  bums  ouf 
during  fhe  firsf  fwo  years.  Multiple  sfressors  commonly  experienced  as  parf 
of  fhe  professional  socialization  process  can,  if  leff  unchecked,  confribufe  fo 
burnouf.  All  foo  offen,  fhere  are  discrepancies  between  what  students  learn 
in  the  somewhat  idealistic  environments  of  professional  framing  programs 
and  fhe  day-fo-day  realifies  of  fhe  working  world.  Moreover,  neophyfe  pro¬ 
fessionals  are  likely  fo  feel  sfress  as  fhey  encounter  new  sifuafions  or  fhose 
for  which  fhey  have  nof  received  specific  framing.  New  professionals  quickly 
realize  how  much  fhey  do  nof  know  and  how  much  fhey  still  need  fo  learn. 
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If  their  training  programs  did  not  include  stress  management  and  conflict 
management  techniques,  new  professionals  can  quickly  become  over¬ 
whelmed.  Further  along  in  the  development  process,  health  professionals 
can  become  angry  and  frustrated  that  the  realities  of  health  care  are  different 
from  what  they  expected.  They  may  become  disillusioned  when  they  realize 
that  what  they  learned  in  their  training  programs  may  not  occur  in  actual 
practice. 

Managers  of  health  professionals  need  to  be  aware  of  and  watch  for 
manifestations  of  these  common  frustrations.  They  need  to  help  neophyte 
professionals  cope  with  this  phase  of  their  new  careers  in  part  by  helping 
them  to  realize  that  these  feelings  and  experiences  are  not  uncommon.  If 
new  professionals  do  not  get  additional  guidance  and  support,  many  often 
begin  to  experience  burnout.  Managers  need  to  be  aware  that  the  most 
enthusiastic  and  idealistic  health  professionals  are  often  the  most  vulnerable 
to  burnout  (Muldary,  1983). 

Managers  can  also  help  students  and  new  professionals  set  realistic 
expectations  for  themselves  and  the  work  environment.  Neophyte  profes¬ 
sionals  need  to  understand  that  it  is  an  imperfect  world  and  rarely  are  there 
simple  solutions  to  problems.  Moreover,  outcomes  of  their  efforts  may  not 
be  immediately  clear.  Not  all  patients  will  get  better,  and  in  many  circum¬ 
stances  their  efforts  at  helping  patients  may  not  always  be  appreciated. 
Instead  of  setting  as  an  ideal  that  patients  will  always  get  better,  it  may  be 
more  realistic  to  set  the  expectation  that  people  will  not  get  any  worse. 

The  manager’s  role 

Individuals  must  learn  how  to  recognize  and  control  the  stresses  of  their 
work,  monitor  their  responses  to  these  stressors,  and  adapt  their  behaviors 
accordingly  (Muldary,  1983).  Even  though  individuals  are  ultimately  respon¬ 
sible  for  coping  with  burnout,  managers  must  also  play  active  roles  and 
recognize  their  own  influences  as  potential  sources  of  stress  for  staff. 

Availability  and  accessibility  are  critical  so  that  staff  members  feel  that 
they  can  approach  their  managers  with  problems.  When  approached  with 
employee  problems,  managers  need  to  exercise  different  skills.  Listening  is 
perhaps  the  most  important  strategy  that  a  manager  can  use  to  address  an 
employee’s  problems.  In  other  cases,  when  a  staff  member’s  problem  is 
related  to  conditions  within  the  organization,  the  manager  must  take  an 
advocacy  role  on  behalf  of  the  employee.  Being  an  advocate  demonstrates 
a  powerful  message  of  support  and  respect  for  staff.  Confrontation  is  another 
technique  that  managers  can  use  when  employees  need  to  see  the  role  that 
they  play  in  creating  some  of  their  own  problems.  In  other  situations,  man¬ 
agers  may  need  to  impart  information  that  challenges  underlying  assump¬ 
tions  of  employees.  Suggestions  and  guidance  can  also  be  given  in  response 
to  employee  problems;  however,  advice  should  be  doled  out  with  caution. 
According  to  Muldary  (1983),  managers  should  answer  the  following  ques¬ 
tions  before  giving  advice:  “What  will  be  the  consequences  of  providing  bad 
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advice?  What  will  be  the  consequences  of  giving  good  advice?  Will  the 
individual  become  dependent  on  the  [manager]  for  solufions?  Does  fhe 
[manager]  know  enough  abouf  fhe  person,  fhe  problem,  and  fhe  solution  fo 
give  advice?  Is  advice  giving  fhe  only  recourse?” 

In  addition  fo  being  accessible  and  available,  managers  can  help  combaf 
burnouf  by  granting  time  off  from  work.  However,  managers  need  fo  be 
aware  fhaf  fhis  sfrafegy  can  be  difficulf  fo  execufe  af  times  because  of  fhe 
characferisfic  sfereofypes  of  cerfain  healfh  care  professionals.  For  insfance, 
one  of  fhe  characferisfics  of  compulsive  personalifies  is  fhaf  “leisure  does 
nof  come  easily  . . .  because  if  musf  be  worked  for  and  plarmed  . . .  [Moreover,] 
fhe  compulsive  person  does  nof  folerafe  ‘doing  nofhing,’  so  even  during 
times  away  from  work,  fhe  person  works.  In  many  cases,  fhe  individual  will 
offen  posfpone  vacations  and  leisure  acfivifies”  (Muldary  1983).  Effective 
managers  need  fo  be  vigilanf  abouf  fhis  fendency  and  infervene  when  nec¬ 
essary  fo  ensure  fhaf  fheir  employees  have  adequafe  time  off  from  work. 

Conclusion 

Alfhough  fhis  chapfer  has  discussed  bofh  fheory  and  pracfical  applications, 
fhere  is  no  simple  sfrafegy  for  managing  professionals.  The  managemenf  of 
professionals  seems  fo  follow  fhe  confingency  fheory  of  managemenf,  which 
sfafes  fhaf  whaf  works  besf  for  one  group  in  one  seffing  may  nof  work  for 
anofher  group  in  anofher  seffing.  Parf  of  fhe  arf  of  managemenf  is  fo  use 
whafever  mefhods  fhaf  work  fo  draw  ouf  fhe  sfrengfhs  of  fhose  who  are 
managed  and  fo  direcf  fhem  foward  achieving  objecfives  (Longesf,  1990). 

Alfhough  fhe  following  lisf  is  by  no  means  complefe  or  universally 
applicable,  implementing  fhe  following  sfeps  can  help  facilifafe  fhe  achieve- 
menf  of  excellence  in  fhe  workplace  (Bassett  and  Mefzger,  1986;  Abramowifz, 
2001): 


•  Identify  how  professionals’  goals  and  efforfs  fie  info  affaining  orga- 
nizafional  objecfives. 

•  Idenfify  how  fhe  end  resulfs  of  consisfenf  performance  relafe  fo  fhe 
advancemenf  of  sfaff  members’  own  careers. 

•  Give  ofhers  credif  for  fheir  ideas. 

•  Include  professionals  in  developing  fhe  vision  of  where  fhe  organi- 
zafion  is  heading. 

•  Give  professionals  fhe  opporfunify  fo  achieve.  Achievemenf  is  a  very 
powerful  mofivafor. 

•  Help  sfaff  members  creafe  individual  developmenf  plans  and  self-im- 
provemenf  goals. 

•  Provide  frequenf  communicafion,  feedback,  and  acknowledgmenf  of 
accomplishmenfs.  Feedback  in  fhe  form  of  armual  performance  eval- 
uafions  is  nof  sufficienf  and  can  cause  employees  fo  question  whefher 
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their  performances  are  appropriate  and  whether  they  are  meeting 
expectations. 

•  Express  gratitude  for  hard  work. 

•  Stay  accessible  and  available. 

•  Recognize  the  human  need  for  acceptance  and  approval.  Demon¬ 
strate  to  professionals  that  they  are  accepted  by  their  managers  and 
the  institution. 

•  Actively  listen  to  staff  members’  problems,  ideas,  and  concerns.  Dis¬ 
play  an  understanding  by  mirroring  their  ideas. 

•  Foster  a  sense  of  community  through  frequent  contact  with  employees. 

•  Show  interest  in  employees  as  human  beings,  beyond  their  roles  as 
employees. 

The  distinguishing  characteristics  of  professionals  dictate  a  slightly 
refined  management  approach.  As  the  humanist  and  psychoanalyst  Erich 
Fromm  once  wrote,  “True  freedom  is  not  the  absence  of  structure  —  letting 
the  people  go  off  and  do  whatever  they  want  —  but  rather  a  clear  structure 
that  enables  people  to  work  within  established  boundaries  in  an  autonomous 
and  creative  way.”  Perhaps  the  art  of  leadership  and  managing  professionals 
then  is  to  facilitate  true  freedom. 


Appendix  A 

Code  of  Ethics  for  Pharmacists* 

Preamble 

Pharmacists  are  health  professionals  who  assist  individuals  in  making  the 
best  use  of  medications.  This  Code,  prepared  and  supported  by  pharmacists, 
is  intended  to  state  publicly  the  principles  that  form  the  fundamental  basis 
of  the  roles  and  responsibilities  of  pharmacists.  These  principles,  based  on 
moral  obligations  and  virtues,  are  established  to  guide  pharmacists  in  rela¬ 
tionships  with  patients,  health  professionals,  and  society. 

1.  A  pharmacist  respects  the  covenantal  relationship  between  the  patient  and 
pharmacist.  Considering  the  patient-pharmacist  relationship  as  a  cov¬ 
enant  means  that  a  pharmacist  has  moral  obligations  in  response  to 
the  gift  of  trust  received  from  society.  In  return  for  this  gift,  a  phar¬ 
macist  promises  to  help  individuals  achieve  optimum  benefit  from 
their  medications,  to  be  committed  to  their  welfare,  and  to  maintain 
their  trust. 

11.  A  pharmacist  promotes  the  good  of  every  patient  in  a  caring,  compassionate, 
and  confidential  manner.  A  pharmacist  places  concern  for  the  well-be- 


*  Copyright  American  Pharmaceutical  Association.  Adopted  by  the  membership  of  the  Amer¬ 
ican  Pharmacists  Association,  October  27,  1994. 
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ing  of  the  patient  at  the  center  of  professional  practice.  In  doing  so, 
a  pharmacist  considers  needs  stated  by  the  patient  as  well  as  those 
defined  by  health  science.  A  pharmacist  is  dedicated  to  protecting 
the  dignity  of  the  patient.  With  a  caring  attitude  and  a  compassionate 
spirit,  a  pharmacist  focuses  on  serving  the  patient  in  a  private  and 
confidential  marmer. 

III.  A  pharmacist  respects  the  autonomy  and  dignity  of  each  patient.  A  phar¬ 
macist  promotes  the  right  of  self-determination  and  recognizes  indi¬ 
vidual  self-worth  by  encouraging  patients  to  participate  in  decisions 
about  their  health.  A  pharmacist  communicates  with  patients  in 
terms  that  are  understandable.  In  all  cases,  a  pharmacist  respects 
personal  and  cultural  differences  among  patients. 

IV.  A  pharmacist  acts  with  honesty  and  integrity  in  professional  relationships. 
A  pharmacist  has  a  duty  to  tell  the  truth  and  to  act  with  conviction 
of  conscience.  A  pharmacist  avoids  discriminatory  practices,  behav¬ 
ior,  or  work  conditions  that  impair  professional  judgment,  and  ac¬ 
tions  that  compromise  dedication  to  the  best  interests  of  patients. 

V.  A  pharmacist  maintains  professional  competence.  A  pharmacist  has  a 
duty  to  maintain  knowledge  and  abilities  as  new  medications,  de¬ 
vices,  and  technologies  become  available  and  as  health  information 
advances. 

VI.  A  pharmacist  respects  the  values  and  abilities  of  colleagues  and  other  health 
professionals.  When  appropriate,  a  pharmacist  asks  for  the  consulta¬ 
tion  of  colleagues  or  other  health  professionals  or  refers  the  patient. 
A  pharmacist  acknowledges  that  colleagues  and  other  health  profes¬ 
sionals  may  differ  in  the  beliefs  and  values  they  apply  to  the  care  of 
the  patient. 

VII.  A  pharmacist  serves  individual,  community,  and  societal  needs.  The  pri¬ 
mary  obligation  of  a  pharmacist  is  to  individual  patients.  However, 
the  obligations  of  a  pharmacist  may  at  times  extend  beyond  the 
individual  to  the  community  and  society.  In  these  situations,  the 
pharmacist  recognizes  the  responsibilities  that  accompany  these  ob¬ 
ligations  and  acts  accordingly. 

VIII.  A  pharmacist  seeks  justice  in  the  distribution  of  health  resources.  When 
health  resources  are  allocated,  a  pharmacist  is  fair  and  equitable, 
balancing  the  needs  of  patients  and  society. 
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Introduction 

Erom  fhe  pharaohs  leading  Egypfians  and  slaves  fo  consfrucf  fhe  pyramids, 
fo  Jack  Welch  leading  fhe  Unifed  Sfafes’  largesf  corporation  info  fhe  new 
millermium,  leadership  has  been  fhe  subjecf  of  considerable  discussion.  Eor 
cenfuries,  fheorisfs  have  affempfed  fo  defermine  whaf  if  fakes  fo  be  a  leader. 
All  of  us  know  a  leader  when  we  meef  one,  buf  fhis  seemingly  easy  concepf 
eludes  exfemal  identification  of  fhe  absolufe  qualifies  of  a  leader. 

Leadership,  fhe  abilify  fo  influence  fhe  acfions  of  ofhers,  is  based  on  fhe 
inferacfion  of  fhree  elemenfs:  fhe  leader,  fhe  person  or  persons  being  led, 
and  fhe  sifuafion  in  which  bofh  coexisf.  All  fhree  elemenfs  change,  almosf 
on  a  daily  basis.  A  good  leader  undersfands  each  of  fhe  changes  and  develops 
sfrafegies  fo  work  wifh  and  fhrough  ofhers  fo  accomplish  goals. 

Leaders  are  nof  always  managers,  and  managers  are  nof  always  leaders. 
Those  who  display  characferisfics  of  bofh  are  fypically  besf  for  organiza- 
fions.  According  fo  Bennis  and  Nanus  (1985),  “Managers  are  people  who 
do  fhings  righf  and  leaders  are  people  who  do  fhe  righf  fhing.”  Managers 
fypically  focus  on  performing  fhe  job  on  behalf  of  fhe  organizafion,  roufinely 
invoking  fhe  five  funcfions  of  plarming,  organizing,  direcfing,  coordinafing. 
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and  controlling.  In  contrast,  leaders  consider  the  needs  of  the  organization 
as  well  as  the  needs  of  fhe  people  fhey  are  leading. 

The  purpose  of  leadership  is  fo  help  individuals,  groups,  and  organiza¬ 
tions  grow  and  develop.  Individuals  need  leadership  fo  aid  in  fheir  personal 
and  professional  growfh  whereas  groups  need  leadership  fo  promofe  feam- 
work,  cohesion,  and  affainmenf  of  mufually  desired  goals.  Corporations  and 
organizafions,  including  professions,  need  leadership  fo  assure  fhaf  acfivifies 
are  confinually  aligned  wifh  collective  visions  and  expecfafions. 

The  need  for  leadership  in  pharmacy  is  growing  as  fhe  profession 
expands  ifs  horizons  and  fakes  on  more  pafienf-focused  responsibilifies.  The 
rapid  changes  wifhin  and  oufside  fhe  profession  require  visionary  leaders 
fo  help  followers  cope  wifh  and  adjusf  fo  fhese  changes  so  as  fo  mainfain 
and  grow  ifs  professional  role  wifhin  sociefy. 

This  chapfer  considers  some  of  fhe  fheories  of  leadership.  If  is  nof  a 
comprehensive  analysis  of  fhe  leadership  liferafure,  buf  insfead  reviews  basic 
leadership  fheories  and  describes  one  model  of  leadership  for  fhe  practicing 
professional. 

Selected  theories  of  leadership 

Early  leadership  theories 

Leadership  sfudies  have  varied  over  fime.  Research  in  fhe  early  20fh  cenfury 
affempfed  fo  idenfify  fhe  fraifs  fhaf  separafe  leaders  from  followers.  The 
inherenf  fraifs  sfudied  include,  among  ofhers,  infelligence,  birfh  order,  and 
socioeconomic  sfafus.  The  learned  fraifs,  such  as  ambition,  energy,  honesfy 
and  infegrify,  and  self-confidence,  were  also  sfudied.  Alfhough  many  were 
considered  qualify  affribufes  of  leaders,  no  single  fraif  or  combination  of 
fraifs  fully  characferized  leaders.  This  incomplefe  characferizafion  led  fo  fhe 
invesfigafion  of  ofher  fheories  attempting  fo  differenfiafe  leaders  from  fol¬ 
lowers.  Such  fheories  were  fypically  based  on  fhe  fask-relafionship  approach; 
fhaf  is,  fhey  looked  af  fhe  sifuafion  in  which  fhe  leader  and  fhe  follower 
co-exisfed  and  fhen  examined  fhe  inferacfion  between  the  two.  From  this 
approach,  theorists  delineated  a  series  of  leamable  behaviors  fhaf  leaders 
exhibif  in  differenf  sifuafions. 

Two  of  fhese  sifuafional  fheories  are  fhe  sifuafional  leadership  fheory 
and  fhe  contingency  fheory,  in  which  fhe  organizational  environmenf  is 
considered  a  major  facfor  in  leader  effectiveness.  The  pafh-goal  fheory  adds 
anofher  exfension  fo  fhese  sifuafional  fheories  —  fhe  concepf  of  fhe  leader 
as  a  coach  and  mentor.  The  concepfs  of  menforing  and  coaching  are  more 
fully  discussed  in  Chapfer  7.  The  concepf  of  sifuafional  leadership  as  devel¬ 
oped  by  Paul  Hersey  and  Kermefh  Blanchard  helps  parficipanfs  idenfify  fheir 
own  leadership  sfyles,  undersfand  fhe  four  preferred  sfyles  available  fo  fhem, 
and  mafches  leadership  sfyles  fo  fhe  needs  of  fheir  followers  (see  Bermis  and 
Nanus,  1985). 
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The  situational  leadership  theory  suggests  that  leaders  assume  a  variety 
of  different  roles  depending  on  the  situations  with  which  they  are  faced. 
Sifuafional  leadership  is  based  on  fhe  premise  fhaf  followers  are  af  differenf 
readiness  levels  for  differenf  fasks  fhey  perform.  Readiness  is  defined  as  fhe 
willingness,  confidence,  and  abilify  fo  do  a  particular  fask.  The  sifuafional 
leadership  fheory  espouses  four  major  sfyles  fhaf  a  leader  assumes,  depend¬ 
ing  on  fhe  readiness  of  fhe  followers,  bofh  motivationally  and  functionally, 
and  fhe  resulting  needed  relationship.  Leadership  sfyles  vary  depending  on 
fhe  relafionship  fhe  leader  has  wifh  fhe  follower  as  well  as  fhe  complexify 
of  fhe  fask.  These  sfyles  are  felling,  selling,  participating,  and  delegafing. 
The  felling  sfyle  is  besf  for  inexperienced  followers  requiring  direction  and 
encouragemenf.  The  selling  sfyle  is  besf  used  for  more  seasoned  individuals 
requiring  a  refooling  of  skills,  coupled  wifh  some  convincing  fhaf  fhe  new 
way  is  beffer.  The  parficipafing  sfyle  is  more  supportive,  providing  a  higher 
level  of  encouragemenf  fo  complefe  a  fask,  buf  fhe  skill  sef  of  fhe  follower 
is  already  presenf.  Lasfly,  fhe  delegafing  sfyle  is  useful  when  group  members 
are  willing  and  able  fo  fake  responsibilify  for  completing  fhe  fask. 

The  sifuafional  fheories,  bofh  fhe  sifuafional  leadership  fheory  or  fhe 
confingency  fheory,  involve  examining  fhe  employee’s  perception  of  fhe 
complexify  of  fhe  fask,  which  fhen  leads  fo  fhe  relafionship  fhe  leader  musf 
assume;  fhaf  is,  fhe  relafionship  befween  fhe  leader  and  fhe  employee  is 
confingenf  on  fhe  complexify  of  fhe  fask.  (Figure  5.1).  If  fhe  fask  is  highly 
complex,  fhe  leader  musf  assume  a  higher-level  relafionship  wifh  fhe 
employee;  if  fhe  fask  has  a  low  level  of  complexify,  fhe  leader  should  have 
a  low-level  relafionship  wifh  fhe  employee.  If  fhe  fask  has  a  low  level  of 
complexify  and  fhe  leader  assumes  a  high  relafionship,  fhis  mismafch  can 
lead  fo  fhe  employee  feeling  scrutinized  or  micromanaged.  For  example,  an 
experienced  pharmacisf  processing  a  roufine  prescripfion  would  nof  need 
her  boss  fo  check  her  work  af  each  sfep  of  fhe  process  —  fhe  complexify  of 
fhe  fask  (prescripfion  processing)  is  low  and  does  nof  require  a  high-level 
relafionship.  In  confrasf,  if  an  inexperienced  pharmacisf  is  given  significanf 
responsibilify,  wifhouf  fhe  manager  around  fo  help,  fhis  mismafch  could 
leave  fhe  pharmacisf  feeling  overwhelmed  or  swamped.  The  sifuafional 
fheories  sfress  fhe  complexify  of  fhe  leader-follower  relafionship.  Flowever, 
fhese  fheories  are  unable  fo  predicf  which  leadership  skills  are  necessary; 
fhey  do  nof  help  identify  whaf  makes  a  good  leader,  only  how  a  good  leader 
should  behave. 

Current  leadership  research 

Because  sifuafional  fheories  were  unable  fo  predicf  which  individuals  would 
be  good  leaders,  fheorisfs  revisifed  fhe  concepf  of  personalify  fraifs  as  defer- 
minanfs  of  leadership  abilify.  These  sfudies  gave  rise  fo  fhe  differenfiafion 
befween  leaders  and  managers  and  identified  organizational  vision  as  a 
characferisfic  sfrongly  predicting  leadership  pofenfial.  The  resulfs  indicafe 
fhaf  good  leaders  have  nof  only  a  vision  of  whaf  fhe  organizafion  should  be 
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A  “Win-Lose”  Situation.  The  worker  is  receiving 
too  much  oversight  by  the  leader-micromanaged. 
The  worker  feels  scrutinized. 

A  “Win-Win”  situation.  The  worker  is 
receiving  a  high  level  of  attention  by  the 
leader  and  feels  more  confident  about 
accomplishing  the  complex  task. 

A  “Win-Win”  Situation.  The  worker  is  not 

A  “Win-Lose”  Situation.  The  worker  is 

micromanaged  and  can  accomplish  the  job  easily. 

not  receiving  the  guidance  s/he  needs  to 

accomplish  the  task  and  feels  overwhelmed 

by  the  complexity  of  the  task. 
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TASK  COMPLEXITY 

Figure  5.1  Task  complexity  and  relationship  complexity  grid:  outcome  of  matches 
and  mismatches  of  complex  and  noncomplex  sifuations. 

doing,  but  also  facilitate  the  development  of  a  shared  vision  among  members 
of  the  organization. 

The  research  suggests  that  leaders  best  accomplish  facilitating  the  shared 
vision  when  they  value  the  human  resources  of  their  organizations.  At  least 
two  contemporary  theories  work  with  this  principle  of  valuing  human 
resources:  the  transformational  leadership  theory  and  the  theory  of  emo¬ 
tional  intelligence. 

Transformational  leadership 

In  the  1970s,  the  concept  of  transformational  leadership  developed.  According 
to  this  theory,  researchers  assert  that  leaders  do  not  exhibit  specific  behaviors; 
rather  there  is  a  process  by  which  the  relationship  between  the  leader  and  the 
follower  raises  both  to  higher  levels  of  motivation  and  ethical  behavior.  Simply 
put,  transformational  leadership  is  a  process  through  which  individuals  are 
transformed  and  changed.  This  transformation  is  guided  by  a  desire  to  seek 
equality,  justice,  and  fairness  within  the  organization.  By  striving  for  these 
higher  values,  leaders  become  appealing  to  others  and  therefore  develop  fol¬ 
lowings.  Transformational  leadership  goes  beyond  individual  needs  by  focus¬ 
ing  on  shared  visions  and  meeting  self-actualization  needs. 

The  transformational  leadership  theory  focuses  on  the  need  for  consen¬ 
sus  development  among  followers  and  achievement  of  organizational  goals. 
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In  this  model,  the  leader  must  balance  the  aspirations  and  goals  of  the 
workers  with  the  goals  of  fhe  organizafion.  This  fheory  of  leadership  con- 
cenfrafes  on  fhe  actions  and  behaviors  of  fhe  leader  in  fhe  process  of  devel¬ 
oping  individuals  and  fhe  organizafion. 

Transformafional  leadership  helps  build  high-qualify,  highly  effective 
relafionships  between  leaders  and  followers.  To  fhaf  end,  fransformafional 
leaders  display  conviction  fo  mufual  goals  and  emphasize  frusf.  Leaders  and 
followers  fake  a  sfand  on  difficulf  issues  by  presenting  principles  and  sfan- 
dards  relevanf  fo  bofh.  The  emphasis  of  fhe  inferacfion  is  fhe  efhical  conse¬ 
quences  of  decisions.  Transformafional  leaders  become  role  models  for  fol¬ 
lowers,  inculcating  pride  and  confidence  around  a  shared  purpose.  These 
leaders  facilifafe  fhe  developmenf  of  a  shared  purpose  by  creafing  a  vision 
of  fhe  fufure  fhaf  is  attractive  fo  followers.  Then,  leaders  challenge  followers 
fo  perform  beffer  fo  achieve  fhis  shared  vision.  This  challenge  is  bofh  infel- 
lecfual  and  emotional,  often  coupled  wifh  serious  quesfioning  of  long-sfand- 
ing  beliefs  and  fradifions.  By  challenging  fhese  beliefs,  fransformafional 
leaders  encourage  fhe  developmenf  of  new  ideas,  fhus  creafing  commifmenf 
and  loyalfy  among  workers.  Af  fhe  same  time,  fhese  leaders  freaf  ofhers  as 
individuals  and  consider  fheir  individual  needs,  abilities,  and  aspirafions. 
This  approach  allows  fransformafional  leaders  fo  furfher  fhe  employee 
developmenf  fhrough  purpose,  direcfed  coaching,  and  advising. 

Emotional  intelligence  and  leadership 
Daniel  Goleman  (1998)  inf  reduced  fhe  concepf  of  emotional  infelligence  (El). 
This  concepf,  while  still  confroversial,  merifs  some  elucidation  as  if  relafes 
fo  leadership.  Goleman  and  ofhers  describe  El  as  fhe  “emotional  needs, 
drives  and  frue  values  of  a  person.”  El  research  is  akin  fo  fhe  fraif  fheory  of 
leadership,  in  which  fhe  core  elemenfs  of  successful  leaders  are  identified. 
Researchers  have  fhen  faken  fhese  fraifs  and  idenfified  leadership  sfyles  in 
which  fhese  fraifs  are  dominanf,  fhus  allowing  a  person  fo  begin  using 
particular  fraifs  in  parficular  sif nations. 

Purporfedly,  El  largely  def ermines  fhe  leaders’  success  in  bofh  fheir 
careers  and  relafionships  wifh  ofhers.  Goleman  describes  El  in  four  separafe 
domains:  self-awareness,  self-managemenf,  social  awareness,  and  relation¬ 
ship  managemenf  or  social  skill.  The  firsf  two  domains  are  personal.  The 
last  two  are  more  externally  related,  characterized  by  an  appreciation  and 
respect  for  ofhers  fhrough  effecfive  and  clear  communication.  Each  El  con¬ 
cepf  and  how  if  relafes  fo  leadership  sfyles  is  defailed  in  fhe  following. 

Self-awareness.  Self-awareness  is  characferized  by  recognizing  and 
undersfanding  personal  emotions  and  motivations  and  how  fhey  affecf  ofh¬ 
ers.  This  undersfanding  allows  leaders  fo  assess  accurafely  fheir  personal 
sfrengfhs  and  weaknesses  as  well  as  fheir  personal  value  sysfems.  This 
assessmenf  allows  fhem  fo  know,  and  be  comforfable  wifh,  fheir  limifafions. 
Armed  wifh  fhis  knowledge,  people  who  are  self-aware  become  more 
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self-confident,  and  therefore  develop  strong  personal  goals  for  self-improve¬ 
ment. 

Self-management.  The  next  step  in  the  ladder  of  El  is  self-management. 
Managing  emotions,  particularly  disruptive  emotions,  is  not  a  natural  con¬ 
sequence  of  self-awareness.  Individuals  must  make  a  conscious  effort  to 
control  emotions  when  presented  with  a  variety  of  situations.  For  example, 
a  pharmacist  confronted  by  an  irate  patient  regarding  the  high  cost  of  a 
medication  needs  to  control  the  natural  impulse  to  become  defensive  and 
irate  as  well.  Self-management,  not  allowing  disruptive  emotions  to  interfere 
with  professional  interactions,  creates  an  environment  of  trustworthiness 
and  integrity.  These  are  key  elements  to  a  successful  leadership  relationship. 

Social  awareness.  After  being  able  to  identify  and  control  personal 
emotions,  a  true  leader  also  has  the  ability  to  sense  the  emotions  of  others. 
This  skill,  empathy,  applies  not  only  to  the  individual  but  the  organization 
as  well.  Understanding  the  organizational  climate  is  a  key  political  skill  that 
can  be  learned  through  proper  mentoring  and  guidance. 

Relationship  management  or  social  skill.  Social  skill  is  the  culmination  of 
the  other  dimensions  of  EL  It  involves  building  relationships,  developing 
teams  and  collaborative  work  relationships,  and  using  communication  as  a 
tool  for  influencing  and  developing  others  to  become  catalysts  of  change.  It 
is  also  key  for  managing  conflicts.  The  following  section  applies  the  concepts 
of  El  to  various  leadership  styles. 

Styles  of  leadership 

Whereas  many  theories  help  an  individual  understand  how  to  lead,  there 
remain  styles  of  leadership  that  a  person  can  adopt  to  influence  the  actions 
and  behaviors  of  others.  Many  of  the  theories  discussed  earlier  describe  some 
form  of  leadership  behavior.  The  work  of  Daniel  Goleman  in  El  provides  a 
nice  framework  for  describing  various  leadership  styles. 

Emotional  intelligence  and  leadership  styles 

The  four  Els  described  by  Goleman  can  be  important  traits  for  a  leader  to 
possess,  but  they  alone  are  not  useful  in  identifying  a  good  leader.  Instead, 
these  traits  must  be  coupled  with  a  repertoire  of  leader  behaviors,  or  styles. 
Daniel  Goleman  has  developed  six  styles  of  leadership  that  make  use  of 
some  or  all  of  the  Els  previously  described.  Table  5.1  lists  the  leadership 
styles  and  the  primary  Els  associated  with  these  styles. 

Affiliative  style 

The  affiliative  style  creates  harmony  and  builds  emotional  bonds.  This  style 
primarily  uses  the  external  Els  of  social  awareness  and  social  skill.  This 
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Table  5.1  Styles  of  Leadership  and  Associated  Els 
Affiliative 

•  Social  awareness 

•  Social  skill 
Authoritative 

•  Self-awareness 

•  Social  awareness 

•  Social  skill 
Coaching 

•  Self-awareness 

•  Social  awareness 

•  Social  skill 
Coercive 

•  Self-management 
Democratic 

•  Social  skill 
Pacesetting 

•  Self-management 


people-come-first  style  works  well  when  teams  are  dysfunctional  or  stressed 
(e.g.,  because  of  downsizing).  The  affiliative  style  helps  create  a  feeling  of 
belonging  and  security  through  feedback  and  reward  systems.  This  focus  on 
praise  and  belonging,  though,  does  not  help  when  there  is  poor  individual 
performance  that  needs  correction.  The  affiliative  leader  tends  not  to  deliver 
bad  news  to  a  person,  thus  not  allowing  the  employee  to  grow  or  change 
bad  habits.  The  affiliative  leader  who  lets  employees  arrive  late  to  work 
every  day  without  admonishing  them  will  allow  bad  habits  to  continue  and 
create  mistrust  among  other  employees.  Therefore,  the  affiliative  leader 
should,  at  times,  employ  other  styles  such  as  the  authoritative  or  coercive 
style,  depending  on  the  severity  of  the  situation. 

Authoritative  style 

The  authoritative  style,  although  sounding  “bossy,”  is  one  of  the  most  pos¬ 
itive  styles  a  leader  can  employ.  It  is  characterized  by  the  self-awareness, 
social  awareness,  and  social  skill  Els.  Individuals  using  the  authoritative 
style  display  self-confidence,  empathy,  and  the  ability  to  develop  cooperation 
and  teamwork  when  leading  the  organization.  A  leader  using  this  style 
motivates  the  team  toward  a  new  vision  by  providing  a  trusting  environment 
in  which  individuals  know  their  roles  in  achieving  organizational  goals.  The 
authoritative  leader  develops  the  end  vision  while  allowing  the  team  to 
determine  how  to  achieve  the  vision.  This  style  works  well  in  most  situations, 
but  fails  when  the  leader  is  working  with  experts  in  a  field  who  already 
know  the  vision  and  how  to  achieve  it.  For  example,  a  director  of  pharmacy 
in  a  hospital  should  not  t5^ically  employ  an  authoritative  style  when  leading 
highly  qualified  clinical  pharmacists  (i.e.,  he  or  she  should  not  tell  the  experts 
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what  the  vision  should  be,  but  should  instead  use  another  style  to  help  the 
clinical  pharmacists  develop  their  own  vision  of  patient  care). 

Coaching  style 

Similar  to  the  authoritative  style,  the  coaching  style  uses  the  Els  of  self-aware¬ 
ness,  social  awareness,  and  social  skill.  The  focus  of  fhe  coaching  sfyle  is  fo 
help  employees  improve  performance  over  fhe  long  ferm.  The  coach  dele- 
gafes  responsibilify  fo  subordinafes  for  fhe  dual  purpose  of  achieving  ouf- 
comes  and  encouraging  employees  fo  develop  new  skills.  The  coach  knows, 
fhough,  fhaf  fhe  fask  may  nof  be  accomplished  quickly  or,  af  leasf  af  firsf, 
very  well.  Insfead,  fhe  coach  uses  fhe  opporfunify  fo  provide  feedback  and 
insfrucfion  fo  employees.  The  obvious  issue  fhaf  exisfs  is  fhe  leader’s  need 
fo  accomplish  business  objecfives,  fhe  immediafe  needs  vs.  fhe  employees’ 
needs  for  growfh  and  developmenf .  Balancing  fhese  two  conflicfing  priorifies 
fakes  fhe  skill  of  social  awareness  —  undersfanding  fhe  organizafion’s  cli- 
mafe  and  needs  as  well  as  fhe  employees’  needs.  The  coaching  sfyle  works 
well  when  employees  are  ready  fo  be  coached  and  have  identified  areas  for 
improvemenf.  If  does  nof  work  well  when  employees  are  resisfanf  or  if  fhe 
business  climafe  requires  immediafe  resulfs. 

Coercive  style 

Individuals  practicing  fhe  coercive  sfyle  of  leadership  demand  immediafe 
compliance  wifh  orders  and  directives.  This  sfyle  is  primarily  associafed  wifh 
leaders  displaying  a  sfrong  sense  of  self-managemenf,  buf  focusing  liffle  on 
ofhers.  These  leaders  may  nof  lack  social  awareness  or  skill;  fhey  merely  do 
nof  employ  fhese  Els  roufinely.  When  habifually  used,  fhe  coercive  sfyle 
fypically  has  a  negative  impacf  on  employee  morale  and  evenfually  produc- 
fivify.  The  do-as-I-say  affifude  does  nof  allow  for  employee  creafivify  and 
fherefore  employee  commifmenf.  This  creafes  an  environmenf  of  misfrusf 
and  disrespecf,  which  erodes  fhe  cooperation  and  feamwork  a  leader  fypi¬ 
cally  needs  fo  furfher  an  organization  and  ifs  people.  Because  of  fhe  negafive 
impacf  fhe  coercive  sfyle  has  on  an  organization,  if  should  be  employed  only 
sparingly,  such  as  in  a  crisis  sifuafion  or  when  a  poorly  performing  employee 
is  nof  responding  fo  educafion  and  framing. 

Democratic  style 

Democrafs  are  parficipafive  consensus  developers.  They  work  primarily 
under  fhe  parficipafive  managemenf  sfyle.  Democratic  leaders  use  social  skill 
as  fhe  primary  means  for  directing  fhe  acfivifies  of  a  group.  The  democrafic 
sfyle  uses  collaboration  and  feamwork  fo  gain  buy-in  from  consfifuenfs. 
Overall,  fhis  sfyle  has  a  positive  impacf  on  fhe  climafe  of  fhe  organizafion 
and  should  be  considered  on  par  wifh  fhe  affiliafive  sfyle  in  ferms  of  effec¬ 
tiveness.  If  can  be  mosf  effecfive  when  fhe  leader  is  unsure  of  fhe  besf  course 
of  acfion  fo  achieve  a  vision  or  when  fhe  leader  does  nof  have  fhe  experfise 
fo  evaluafe  fhe  sifuafion  effectively  If  too,  fhough,  has  ifs  drawbacks.  Using 
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a  consensus-driven  approach  may  lead  to  endless  meetings,  delayed  decision 
making,  and  confusion  among  employees  seeking  a  direction  that  the  team 
has  not  developed. 

Pacesetting  style 

In  contrast  to  democratic  leaders,  pacesetters  are  more  autocratic  in  their 
leadership  style.  Pacesetters  set  high  standards  of  performance  for  fhem- 
selves  and  expecf  ofhers  fo  have  fhe  same  high  sfandards.  In  fhis  case,  fhe 
paceseffing  leader  predominanfly  uses  fhe  self-managemenf  skill.  The  pac- 
eseffing  sfyle  works  well  wifh  highly  mofivafed  and  compefenf  feams  in 
which  fhere  is  a  sfrong  commifmenf  fo  fhe  work  af  hand.  This  sfyle  should 
be  employed  sparingly  because  consfanf  pressure  fo  keep  up  fhe  pace  can 
drive  down  morale.  When  producfivify  lacks  because  of  depressed  morale, 
pacesetters  often  sfep  in  and  micromanage  fhe  work,  indicafing  fo  fhe 
employees  fhaf  fhey  are  nof  capable  of  performing  fhe  job,  furfher  eroding 
morale. 

Newly  promofed  supervisors,  fypically  well-infenfioned  and  capable 
employees,  fend  fo  adopf  fhe  paceseffing  sfyle.  In  a  shorf  period  of  time, 
fhey  affempf  fo  fix  every  problem  fhey  encounfered  before  fhe  promotion. 
This  can  be  disconcerfing  for  fhe  sfaff  being  supervised  because  fhe  percep- 
fion  may  be  fhaf  fhe  leader  has  become  power  hungry. 

In  summary,  fhe  aufhorifafive  and  coaching  sfyles  appear  besf  and 
should  be  used  as  fhe  primary  fools  for  leading  groups  and  individuals.  The 
democratic  and  affiliafive  sfyles  are  also  effective,  buf  may  presenf  addifional 
challenges  when  used.  Lasfly,  fhe  coercive  and  paceseffing  sfyles  may  be 
effective,  buf  should  be  used  sparingly  because  fhey  have  an  overall  negative 
impacf  on  fhe  culfure  when  employed  routinely 


Conclusion 

The  liferafure  reveals  fhaf  effective  leadership  in  an  organizafion  is  crifical. 
Early  examinations  of  leaders  reporfed  differences  befween  leaders  and  fol¬ 
lowers.  The  early  fraif  fheories  failed  fo  predicf  accurafely  fhe  inherenf  qual¬ 
ifies  of  a  leader.  Subsequenf  leadership  sfudies  differenfiafed  effecfive  leader 
behaviors  from  noneffecfive  leader  behaviors.  As  such,  leadership  was  rec¬ 
ognized  as  a  complex  inferacfion  among  fhe  leader,  fhe  follower,  and  fhe 
surrounding  sifuafion.  More  recenf  sfudies  asserf  fhaf  a  shared  vision  and 
collaboration  wifh  followers  are  imporfanf  characferisfics  of  effecfive  leaders. 

In  summary,  fhe  concepf  of  fransformafion  leadership  and  fhe  El  fheory 
allow  one  fo  see  how  fhe  behavior  of  fhe  leader  affecfs  fhe  behavior  of  fhe 
follower.  Valuing  fhe  human  aspecf  of  fhe  follower,  fhaf  is,  identifying  wifh 
and  appreciafing  fhe  emofional  and  professional  needs  of  fhe  follower,  is  a 
key  aspecf  of  an  effecfive  leader.  The  fransformafional  fheory  of  leadership 
espouses  a  moral  and  efhical  balance  fo  leadership,  whereas  fhe  El  fheory 
supporfs  fhe  recognifion  of  fhe  emofional  cormecfion  befween  fhe  follower 
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and  the  leader.  According  to  the  El  theory,  there  are  at  least  six  different 
styles  of  leadership,  wifh  fhe  aufhorifafive  sfyle  f5^ically  fhe  mosf  effecfive 
when  consisfenfly  applied.  However,  fhe  coaching  and  affiliafive  sfyles  of 
leadership  are  also  effecfive.  The  paceseffing  and  coercive  sfyles  are  effecfive 
only  when  used  sparingly  and  in  specific  sifuafions. 
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This  chapfer  focuses  on  recruifing,  refaining,  and  compensafing  fop  falenf. 
Alfhough  mosf  organizafions  have  specific  guidelines  and  procedures,  fhe 
core  feafures  of  fheir  sfrafegies  are  similar. 

Before  any  organization  can  look  af  employee  recruifmenf,  refenfion,  and 
compensafion,  if  musf  firsf  undersfand  fhe  economic  frends  in  fhe  currenf 
markefplace.  These  frends  will  have  a  significanf  impacf  on  fhese  fhree  keys 
fo  an  organization’s  success.  Organizafions  musf  answer  fhese  questions:  How 
sfrong  is  fhe  economy?  Whaf  is  fhe  imemploymenf  rafe?  In  whaf  fields  is 
unemplo5nnenf  fhe  highesf?  In  fhe  1950s  and  1960s,  fhere  was  a  severe  shorfage 
of  engineers.  Jobs  were  plentiful,  and  qualified  candidafes  had  fheir  pick  of 
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employment  opportunities.  This,  in  turn,  drove  more  and  more  students  into 
engineering  majors,  which  then  caused  a  glut  in  the  marketplace.  The  same 
cycle  occurred  in  the  high-tech  industry  in  the  1980s  and  1990s.  Now,  with  the 
demise  of  the  dotcoms  and  a  significant  influx  of  graduafes  in  fhe  fechnology 
fields,  jobs  are  more  and  more  difficulf  fo  come  by. 

Also,  imporfanf  demographic  f rends  need  fo  be  assessed.  For  example, 
as  fhe  baby-boomer  generafion  ages  and  begins  fo  refire,  a  corresponding 
gap  in  available  falenf  wifh  exfensive  experience  is  developing.  Will  fhere 
be  a  reduction  in  fhe  need  for  experienced  falenf  or  will  fhaf  need  also 
diminish?  In  fhe  2002  Workplace  Demographic  Trends  Survey  conducfed  by 
fhe  Sociefy  for  Human  Resource  Managemenf  (SHRM),  organizafions  cifed 
four  key  demographic  frends  affecting  fhe  workplace  fhaf  have  significanf 
impacf  on  fheir  abilify  fo  sfaff  and  refain  falenf  and  fo  manage  fhaf  falenf: 

•  Aging  populafion 

•  Efhnically  diverse  populafion 

•  Increase  of  women  in  fhe  workplace 

•  Changing  family  makeup 

Coupled  wifh  fhese  demographic  frends  are  affifudinal  frends  abouf  fhe  work¬ 
place  and  loyally  fo  an  employer.  The  average  number  of  years  fhaf  an  indi¬ 
vidual  remains  wifh  an  employer  continues  fo  drop.  Generational  differences 
also  have  sfrong  impacfs  on  fhis  sfafisfic.  Only  a  couple  of  years  ago,  fhe 
average  duration  of  an  employmenf  relationship  was  5  years.  Thai  has  now 
diminished  fo  3  V2  years.  Sfudies  show  fhaf  young  workers,  fhose  bom  after 
fhe  baby  boomers,  will  hold  af  leasf  7  differenf  jobs  by  fhe  time  fhey  fum  30. 
By  fhe  end  of  fheir  careers,  fhey  will  have  had  an  average  of  15  differenf  jobs. 
In  a  sfudy  conducfed  by  fhe  SHRM  in  2001,  only  24%  of  U.S.  employees 
planned  fo  slay  wifh  fheir  currenf  employer  for  af  leasf  2  years. 

These  sfafisfics  fell  employers  fhaf  developing  mefhods  fo  accurafely 
evaluafe  pofenfial  candidafes,  and  fhen  refain  fhaf  falenf  once  employed,  is 
increasingly  difficulf  yef  more  imporfanf  fhan  ever  before.  Even  during  fhese 
times  of  growing  unemploymenf,  affracfing  and  refaining  falenf  can  impacf 
a  company’s  boffom-line  financial  success.  Recruiting  fo  fill  positions  cosfs 
time  and  money,  and  vacancies  affecf  producfion. 


Recruitment 

In  today’s  markefplace,  employers  cannof  leave  recruifmenf  fo  chance.  The  cosf 
of  a  negligenf  hire  fo  an  organization  can  easily  be  one  fo  fhree  times  fhe  salary 
for  fhaf  position.  If  litigation  ensues,  fhe  cosf  can  be  hundreds  of  fhousands. 

Hiring  qualified  candidafes  requires  a  major  invesfmenf  of  bofh  time 
and  resources.  There  are  five  primary  sfeps  fo  fhe  recruifing  process: 

•  Develop  a  complefe,  up-fo-dafe  job  description. 

•  Determine  fhe  adverfising  medium  you  will  use  fo  recruif  for  fhe 
position. 


Chapter  six:  Employee  recruitment,  retention,  and  compensation 


69 


•  Screen  job  applicants  and  plan  interviews. 

•  Interview  job  candidates. 

•  Conduct  background  checks  —  at  minimum,  check  references  and 
confirm  education  and  cerfificafion. 

Develop  a  comprehensive  and  up-to-date  job  description 

Before  begirming  any  recruifmenf  process,  a  fhorough  and  comprehensive 
oufline  of  fhe  posifion  musf  be  creafed.  Whenever  possible,  a  complefe, 
up-fo-dafe  job  description  should  be  prepared.  This  includes  fhree  key 
elemenfs: 

•  Whaf  are  fhe  roles  and  responsibilities  of  this  position?  List  the  most 
important  areas  first  and  then  follow  up  wifh  secondary  responsibilities. 

•  Whaf  kind  of  previous  work  experience  is  necessary  for  fhe  posifion? 
Is  fhis  an  enfry-level,  an  infermediafe,  or  a  senior-level  posifion?  Nofe 
fhe  minimum  level  of  experience  necessary  fo  effecfively  perform  fhe 
posifion. 

•  Whaf  levels  of  education  and  cerfificafion  are  necessary?  Can  signif- 
icanf  work  experience  offsef  educafion? 

Be  honesf  and  realisfic  when  assessing  fhese  elemenfs. 

Determine  the  advertising  medium 

The  nexf  sfep  in  fhe  recruifing  process  involves  defermining  fhe  adverfising 
medium.  How  will  you  lef  prospective  candidafes  know  fhaf  fhis  posifion 
is  available?  Are  fhere  qualified  candidafes  infernal  fo  your  organization? 
Many  organizations  have  infernal  posting  avenues:  ways  in  which  employ¬ 
ees  can  learn  abouf  open  positions  wifhin  fhe  organizafion.  Recruifing 
resources  include  fhe  following: 

•  Employmenf  or  recruifing  agencies.  They  are  readily  available,  buf 
can  be  expensive. 

•  Elecfronic  posfings  on  job  boards.  They  are  abundanf,  such  as  on 
Monsfer.com,  HofJobs.com,  CareerMarf.com,  Dice.com  (specializing 
in  IT  jobs),  and  HigherEdJobs.com  (specializing  in  college  and  uni- 
versify  jobs).  In  addition,  many  work-affiliafed  associations  and  or- 
ganizafions  have  elecfronic  job-posfing  boards.  In  pharmacy,  fhis 
mighf  include  professional  organizations  such  as  fhe  American  Phar- 
maceufical  Association  (www.aphanef.org)  or  fhe  American  Sociefy 
of  Healfh-Sysfem  Pharmacisfs  (ww.ashp.org).  Alfhough  online  re¬ 
cruifing  resources  are  abundanf,  fhis  medium  may  or  may  nof  be 
appropriafe  for  all  fypes  of  posifions. 

•  Help-wanfed  adverfisemenfs  in  prinf  media. 

•  Job  fairs. 
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Screen  job  applicants  and  plan  interviews 

Start  with  the  job  description 

You  have  advertised  a  vacant  position  and  received  a  stack  of  applications 
that  seem  to  meet  or  exceed  the  minimum  qualifications  for  fhe  job.  Now  if 
is  time  fo  begin  narrowing  fhe  pool  down  fo  a  handful  of  finalisf  candidafes 
fo  inferview.  How  do  you  approach  fhe  projecf? 

Af  fhis  juncfure  you  have  a  comprehensive  and  up-fo-dafe  job  descrip¬ 
tion.  Use  fhaf  descripfion  as  fhe  basis  for  your  fhinking.  You  are  looking  for 
candidafes  who  demonsfrafe  clear  evidence  fhaf  fhey  have  performed  com¬ 
parable  work  and  have  fhe  skills  and  background  fo  do  fhe  job  for  which 
you  are  hiring. 

The  job  descripfion  defines  whaf  you  consider  fo  be  fhe  essenfial  criferia 
for  doing  fhe  job  —  and  for  doing  if  well.  Use  fhese  criferia  fo  objectively 
evaluafe  each  candidafe’s  qualifications. 

Develop  a  criteria  chart 

Before  looking  af  any  application,  consider  developing  a  charf  (see  Appendix 
A).  Lisf  fhe  names  of  fhe  candidafes  across  fhe  fop.  Then  lisf  down  fhe  side 
fhe  following  criferia,  faken  direcfly  from  fhe  job  descripfion: 

•  Education  requiremenfs 

•  Years-of-experience  requiremenfs 

•  Five  or  fen  mosf  imporfanf  job  duties  or  responsibilities  of  fhe  position 

•  Five  or  fen  mosf  crifical  fechnical  skills  or  compefencies  required  of 
fhe  position 

•  Five  or  fen  mosf  crifical  inferpersonal  or  inferacfive  skills  required 
of  fhe  posifion 

Rank  the  candidates 

In  fhe  resulting  grid,  rank  each  candidafe  on  a  scale  of  0  fo  5,  based  on  fhe 
evidence  fhaf  fhey  possess  fhe  skills  or  have  performed  dufies  required  of 
fhe  job. 

Making  a  grid  has  a  number  of  advanfages.  If  creafes  an  aufomafic  firsf 
sef  of  nofes  fhaf  you  can  refer  back  fo  during  fhe  inferview  process.  If  also 
allows  you  fo  concenfrafe  on  one  applicanf  af  a  fime,  insfead  of  frying  fo 
juggle  and  compare  everyone  simulfaneously.  If  an  unsuccessful  candidafe 
files  a  discrimination  complain!  againsf  you  for  failure  fo  hire,  a  grid  creafes 
a  handy  documenf  fhaf  can  help  esfablish  fhaf  you  used  legifimafe, 
job-relafed  criferia  (rafher  fhan  illegal  ones  such  as  race,  gender,  or  age)  in 
making  your  decisions. 

Before  filling  in  fhe  charf,  however,  consider  fhe  following.  Take  a  firsf 
glance  fhrough  every  application  wifhouf  looking  af  names.  This  will  give 
some  idea  of  fhe  overall  skills  and  qualifications  available  in  fhe  applicanf 
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pool  and  help  you  estimate  an  average  level  among  the  candidates’  skills 
and  experience.  The  average  is  considered  3  on  the  scale.  Doing  this  will 
help  you  avoid  giving  the  first  application  you  see  a  5  (or  a  1)  and  then 
picking  up  the  second  application  and  wanting  to  give  an  even  higher  (or 
lower)  score.  After  you  have  a  sense  of  fhe  average,  shuffle  fhe  applicafions 
and  review  and  score  fhem  individually  in  random  order. 

Second,  give  poinfs  only  when  fhere  is  direcf  evidence  fhaf  a  skill, 
knowledge,  or  experience  exisfs.  Be  careful  nof  fo  infer  a  skill  fhaf  may  or 
may  nof  be  fhere.  The  applicanfs  are  responsible  for  felling  you  whaf  fhey 
know  how  fo  do;  you  need  nof  guess  or  assume.  If  fhere  is  no  evidence 
one  way  or  fhe  ofher  on  fhe  exisfence  of  a  cerfain  skill  or  experience,  give 
no  poinfs  or  nofe  “NE”  (no  evidence)  in  fhe  grid.  Tofal  fhe  poinfs  across 
fhe  boffom  of  fhe  grid. 

Watch  for  red  flags  and  note  questions 
While  reviewing,  have  sheefs  of  paper  handy,  one  for  each  applicanf.  Make 
nofes  as  you  go  of  quesfions  fhaf  come  fo  mind.  Wafch  for  red  flags,  such 
as  unexplained  gaps  in  employmenf  hisfory  or  inconsisfenf  informafion.  Be 
cautious  of  missing  or  vague  dafes  and  of  minimal  or  questionable  descrip¬ 
tions  of  responsibilifies.  If  fhe  posifion  requires  good  written  or  verbal  com¬ 
munication  skills,  for  example,  wafch  for  carelessness  such  as  fypographical 
errors,  poor  grammar,  or  lack  of  clarify.  You  will  wanf  fo  pursue  fhese  issues 
wifh  fhe  candidafe  if  you  decide  fo  inferview.  Attach  your  nofes  fo  each  sef 
of  application  maferials  for  lafer  reference. 

Prepare  for  the  interviews 

Once  you  have  narrowed  down  your  pool  fo  fhree  or  four  sfrong  candidafes, 
schedule  inferviews.  Buf  before  you  bring  in  your  firsf  applicanf,  carry  ouf 
preliminary  plarming  fo  ensure  a  successful  inferview  process. 

Write  interview  questions  in  advance 

Job  inferviews  are  sfressful,  nof  jusf  for  fhe  candidafe  buf  also  for  fhe  infer- 
viewer.  Inferviewing  is  nof  somefhing  fhaf  mosf  hiring  supervisors  do  often 
enough  fo  develop  greaf  comforf. 

Recognize  fhaf  good  inferview  quesfions  seldom  magically  pop  info 
your  head  during  an  inferview  —  you  cannof  really  lisfen  fo  a  candidafe’ s 
answer  fo  one  quesfion  if  you  are  frying  fo  fhink  up  fhe  nexf  question  af  fhe 
same  fime.  So  if  is  always  a  good  idea  fo  develop  in  advance  a  wriffen  sef 
of  core  quesfions  fhaf  you  will  ask  every  candidafe. 

By  asking  all  candidafes  fhe  same  basic  sef  of  core  quesfions  in  exacfly 
fhe  same  marmer,  you  give  each  candidafe  an  equal  opporfunify  fo  speak 
abouf  fhe  fhings  you  are  inferesfed  in,  receive  comparable  informafion  on 
all  candidafes,  and  reduce  your  legal  risk  if  your  hiring  decision  is  challenged 
by  a  candidafe  alleging  differential  freafmenf  during  an  inferview. 
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Write  criteria-based  questions 

The  questions  you  write  should  be  derived  directly  from  the  criteria  you 
articulated  in  the  job  description.  The  questions  should  evoke  from  fhe 
candidafes  revealing  informafion  abouf  fhe  fechnical  skills  fhey  have,  how 
fhey  handle  inferacfions  wifh  ofhers,  fheir  previous  work,  and  how  all  fhis 
compares  wifh  your  needs.  Develop  af  leasf  10  or  more  good  quesfions  fhaf 
will  help  you  evaluafe  how  fhe  person  would  perform  fhe  job. 

If  you  are  inferviewing  for  a  secrefary,  for  example,  you  can  ask  crife- 
ria-based  quesfions  such  as: 

•  “This  posifion  requires  fhaf  you  keep  frack  of  ordering  supplies  and 
equipmenf  and  make  sure  we  sfay  wifhin  budgef.  Describe  a  time 
when  you  have  had  fo  do  somefhing  similar  in  ofher  jobs.” 

•  “This  posifion  supporfs  fhe  work  of  eighf  sfaff  members,  all  of  whom 
wanf  fheir  work  done  yesferday  —  and  ahead  of  everyone  else’s. 
Have  you  ever  had  a  job  where  you  have  had  fo  handle  many  busy 
professionals  wifh  compefing  priorifies?  If  so,  whaf  were  your  sfraf- 
egies  for  mainfaining  successful  relationships?” 

Write  open-ended  and  behavior-based  questions 
In  addition  fo  designing  quesfions  fhaf  reflecf  fhe  essenfial  functions  of  fhe 
job,  design  fhe  quesfions  in  a  way  fhaf  will  elicif  genuine,  fhoughfful,  and 
defailed  responses  rafher  fhan  “canned”  answers.  Open-ended,  behav¬ 
ior-based  quesfions  carmof  be  answered  by  a  “yes”  or  “no,”  or  by  a  brief 
sfafemenf  of  facfs.  The  generals  begin  wifh  words  or  phrases  such  as  “why,” 
“fell  me  abouf,”  “describe,”  or  “how.”  Open-ended,  behavior-based  quesfions 
require  individuals  fo  fell  you  sfories  abouf  how  fhey  have  handled  specific 
sifuafions  in  fhe  pasf,  sifuafions  comparable  fo  fhose  fhey  will  face  in  fhe 
posifion  you  offer. 

For  example,  for  a  posifion  requiring  sfrong  cusfomer-service  skills,  you 
mighf  require  candidafes  fo  describe  a  specific  incidenf  when  fhey  were 
confronfed  by  an  irafe  customer  and  specifically  how  fhey  handled  fhe 
sifuafion. 

Avoid  hypofhefical  quesfions.  Do  nof  ask,  “How  would  you  handle 
XXX?”  buf  rafher,  “How  have  you  handled  XXX?”  You  do  nof  wanf  candi¬ 
dafes  fo  give  you  speculafive  answers  abouf  how  fhey  mighf  handle  a 
sifuafion  in  a  perfecf  case;  rafher,  you  wanf  fo  know  how  fhey  have  really 
handled  such  sifuafions.  Remember,  fhe  besf  predicfor  of  fufure  behavior 
is  pasf  behavior.  See  Table  6.1  for  examples  of  behavior-based  quesfions. 

Because  open-ended  quesfions  force  candidafes  fo  give  expansive 
answers,  and  fherefore  do  mosf  of  fhe  falking,  fhey  should  be  fhe  predom- 
inanf  fypes  of  quesfions  used. 

Often,  however,  if  is  necessary  fo  verify  cerfain  facfs  in  a  candidafe’s 
inferview.  In  fhis  case,  close-ended  quesfions  provide  an  efficienf  means  of 
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Table  6.1  Behavior-Based  Questions 

The  best  way  to  get  at  past  behavior  is  to  phrase  your  questions  along  the 
following  lines: 

•  This  job  will  require  XXX.  Talk  to  me  about  a  time  when  you  have  done  XXX, 
and  describe  for  me  how  you  did  it  successfully. 

•  How  did  you  handle  a  situation  like  XXX  in  your  last  job?  Give  me  some 
specific  examples. 

•  Describe  the  experience  you  have  had  doing  XXX. 

•  What  types  of  tasks  do  you  handle  well  on  your  own,  and  what  things  do 
you  find  more  comfortable  with  structured  supervision? 

•  In  this  job  you  will  interact  with  XXX  types  of  people  in  XXX  types  of 
situations.  Compare  that  to  what  you  have  done  before. 

•  What  would  your  current  boss  describe  as  your  real  strengths,  and  what 
would  he  or  she  likely  describe  as  areas  where  you  would  benefit  from 
constructive  coaching  or  mentoring? 

•  Here  is  something  about  your  work  history  that  I  wondered  about  as  I  went 
through  your  application  materials.  Can  you  help  me  understand  it? 


doing  this.  Close-ended  questions  are  typically  answered  by  a  “yes”  or  “no,” 
or  a  brief  statement  of  facfs.  Close-ended  quesfions  generally  begin  wifh 
words  and  phrases  such  as  “did  / do  you,”  “can  you,”  or  “when”  (e.g.,  “Do 
you  have  a  Bachelors  degree?”). 

Write  job-related  and  nondiscriminatory  questions 
Avoid  any  quesfions  fhaf  are  nof  direcfly  relafed  fo  fhe  essential  functions  of 
fhe  position  or  fhaf  may  be  consfrued  as  discriminatory.  In  general,  if  is  inap- 
propriafe  fo  ask  quesfions  abouf  an  individual’s  race,  color,  religion,  sex,  or 
national  or  efhnic  origin  (Tifle  VII  of  fhe  Civil  Righfs  Acf  of  1964),  fheir  age 
(Age  Discrimination  in  Employmenf  Acf  of  1967),  or  disabilify  sfafus  (Reha- 
bilifafion  Acf  of  1973  and  fhe  Americans  wifh  Disabilifies  Acf  of  1990),  as  well 
as  fheir  marifal  sfafus,  sexual  orienfafion,  or  parenting  responsibilities. 

If  candidafes  volunfeer  personal  information  abouf  one  of  fhese  fopics 
during  an  interview,  if  is  besf  fo  sfop  fhem  and  inform  fhem  fhaf  such 
informafion  is  nof  relevanf  fo  fhe  position  and  will  nof  be  considered  in  fhe 
decision.  Documenf  your  commenfs  in  inferview  nofes.  Courfs  have  held 
fhaf  if  is  fhe  employer’s  responsibilify  fo  confrol  fhe  inferview,  and  if  you 
allow  such  informafion  fo  be  discussed,  fhe  reasons  you  did  so  may  be 
considered  discriminafory.  Table  6.2  lisfs  appropriate  and  inappropriafe 
inferview  quesfions. 

Decide  on  phone  or  in-person  interviews 
Once  you  have  developed  your  core  inferview  quesfions,  consider  whefher 
you  wanf  fo  conducf  telephone  interviews  before  invifing  people  fo  in-person 


74 


Managing  Pharmacy  Practice 


Table  6.2  Appropriate  and  Inappropriate  Interview  Questions 


Topic 

Examples  of  Appropriate  Interview 
Questions 

(If  Asked  of  All  Candidates) 

Examples  of  Inappropriate 
Interview  Questions 

Age 

•  Are  you  18  years  of  age  or  older? 

•  If  under  18,  you  may  need  a  work 
permit.  Do  you  have  one? 

•  How  old  are  you? 

•  Are  you  between  the  ages  of 
18  and  65? 

•  How  many  years  do  you  plan 
to  work  before  retirement? 

Birthplace 

•  Are  you  eligible  to  work  in  the  U.S.? 

•  Where  were  you  born? 

•  Where  is  your  family  from? 

Citizenship 

•  Are  you  eligible  to  work  in  the  U.S.? 

•  Are  you  a  U.S.  citizen? 

•  Do  you  hold  citizenship  in 
any  country  other  than  the 
U.S.? 

Criminal  history 

•  Have  you  ever  been  convicted  of  a 
crime?  If  so,  is  the  nature  of  the 
conviction  relevant  to  this  job? 

•  Have  you  ever  been  arrested? 

•  Have  you  ever  been  in  jail? 

Disability  and  health 
status 

•  Can  you  perform  the  essential 
requirements  of  this  job,  with  or 
without  reasonable 
accommodation? 

•  Do  you  have  any  disabilities? 

•  Do  you  have  any  conditions 
that  might  require 
accommodation? 

•  What  is  your  medical 
history? 

•  Have  you  ever  filed  a 
workers’  compensation 
claim  at  a  former  employer? 

Family  and  children 

There  are  no  appropriate  questions  with 
regard  to  family. 

•  Where  does  your  spouse 
work? 

•  Are  you  the  primary  wage 
earner  for  your  family? 

•  Do  you  have  children? 

•  What  are  your  child  care 
arrangements? 

•  Would  you  quit  a  job  to  have 
children? 

Financial  status 

•  Have  you  had  financial 
responsibilities  with  other 
employers  that  are  comparable  to 
those  required  for  this  job?  If  so, 
were  there  ever  any  documented 
problems  concerning  your  handling 
of  the  organization’ s  financial 
resources  for  which  you  were 
responsible? 

•  How  is  your  credit  history? 

•  Have  you  ever  declared 
bankruptcy? 

•  Have  your  wages  ever  been 
garnished? 

Gender 

There  are  no  appropriate  questions  with 
regard  to  gender. 

•  Do  you  ever  plan  to  quit  to 
be  a  stay-at-home  mom? 

•  How  does  your  husband  feel 
about  your  working? 

•  Are  you  male  or  female? 

Language 

•  What  is  your  level  of  fluency  in  the 
languages  required  to  effectively 
perform  this  position  (e.g.,  for  a 
foreign-language  instructor)? 

•  What  is  your  native 
language? 

•  What  languages  do  you 
speak? 
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Table  6.2  Appropriate  and  Inappropriate  Interview  Questions  (continued) 


Topic 

Examples  of  Appropriate  Interview 
Questions 

(If  Asked  of  All  Candidates) 

Examples  of  Inappropriate 
Interview  Questions 

Marital  status 

There  are  no  appropriate  questions  with 
regard  to  marital  status. 

•  Are  you  married,  single, 
divorced,  separated,  or 
widowed? 

•  Are  you  living  with 
someone? 

•  Do  you  have  a  same-sex 
partner? 

•  Are  you  a  single  parent? 

Military  status 

•  What  training  or  experience  gained 
in  your  military  service  is  relevant  to 
this  job? 

•  Was  your  discharge 
honorable? 

•  Have  you  ever  served  in  a 
foreign  military? 

Name 

•  Are  there  other  names  under  which 
you  have  worked  or  attended  school 
that  are  needed  to  verify  your 
academic  credentials  or  prior  work 
history? 

•  What  is  your  maiden  name? 

•  Have  you  ever  changed  your 
name? 

•  That  is  an  unusual  name, 
what  is  its  origin? 

National  origin 

•  Are  you  eligible  to  work  in  the  U.S.? 

•  What  is  your  lineage, 
ancestry,  national  origin, 
nationality,  or  parentage? 

Organizational 

affiliations 

•  Are  you  a  member  of  any 
professional,  trade,  or  service 
associations  that  are  directly  related 
to  the  requirements  of  this  job? 

•  Are  you  a  member  of  any 
social  clubs,  fraternities, 
sororities,  lodges,  political 
organizations,  teams,  or 
religious  organizations? 

Physical  characteristics 

•  Can  you  perform  the  essential 
physical  requirements  of  this 
position,  with  or  without  reasonable 
accommodation? 

•  How  tall  are  you? 

•  How  much  do  you  weigh? 

•  What  color  are  your  eyes  or 
hair? 

References 

•  Can  you  give  me  the  name  of  an 
individual  familiar  with  your  work 
who  can  provide  a  job  reference? 

•  Can  you  give  me  the  name  of 
your  pastor  or  religious 
leader  as  a  reference? 

Relatives 

•  Are  you  related  to  anyone  who  is  an 
employee  or  board  member  of  this 
organization? 

•  To  whom  are  you  related? 

Religion 

•  Are  you  available  to  work  on  the 
days  and  shifts  expected  of  this 
position? 

•  Are  you  able  to  perform  the  essential 
functions  of  this  position,  with  or 
without  reasonable 
accommodation? 

•  What  is  your  religious 
affiliation? 

•  What  holidays  do  you 
observe? 

•  Does  your  religion  prohibit 
you  from  doing  any  part  of 
this  job? 

Salary  level 

•  This  position  falls  in  a  hiring  range 
of  approximately  $XXX.  Are  you 
interested  in  the  position  in  that 
range? 

•  What  is  the  lowest  salary  you 
will  work  for? 

Substance  abuse 

•  Do  you  currently  use  any  illegal 
substances? 

•  Do  you  currently  use  any  legal 
substances  in  an  illegal  way? 

•  Do  you  have  a  history  of 
alcohol  or  drug  abuse? 

•  Do  you  smoke? 

•  Do  you  drink? 

•  Are  you  taking  any 
medications? 
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interviews.  Preliminary  phone  interviews  can  be  especially  helpful  in  situa¬ 
tions  where  many  applicants  look  qualified  on  paper,  and  you  wanf  fo  narrow 
down  fhe  pool  fo  a  few  fop  candidafes,  or  candidafes  who  ofherwise  would 
have  fo  come  in  from  ouf  of  town. 

Schedule  candidates 

Scheduling  enough  time  fo  conducf  inferviews  of  subsfance  can  save  time 
and  money  for  bofh  your  organizafion  and  fhe  candidafe.  Handle  all  appli- 
canfs  consisfenfly:  if  you  decide  fo  inferview  some  candidafes  by  phone, 
fhen  conducf  only  phone  inferviews  so  fhaf  all  inferviewed  candidafes  are 
freafed  equifably. 

Telephone  inferviews  should  be  scheduled  in  advance,  like  in-person 
inferviews,  so  fhaf  candidafes  have  time  fo  prepare.  Of  course,  if  face-fo-face 
inferacfive  skills  are  essential  for  fhe  job,  a  phone  inferview  may  nof  be  fhe 
besf  opfion,  even  as  a  preliminary  screening  process.  Even  if  you  do  conducf 
preliminary  phone  inferviews,  you  will  almosf  cerfainly  wanf  fo  invite  fhe 
finalisfs  fo  visif  in  person. 

For  mosf  posifions,  if  is  virfually  impossible  fo  conducf  a  fhoughfful  and 
comprehensive  inferview,  wifh  behavior-based  quesfions  and  answers,  in 
less  fhan  one  hour.  Mosf  professional  posifions,  especially  fhose  fhaf  require 
several  years  of  experience  or  fhose  fhaf  involve  inferviews  wifh  multiple 
reviewers,  fake  considerably  more  time. 

If  a  candidafe  lives  in  your  local  communify,  generally  a  phone  call  is 
sufficienf  fo  schedule  an  inferview.  When  calling  candidafes,  be  prepared  fo 
provide  fhe  following  informafion: 

•  Direcfions  fo  fhe  location  of  fhe  inferview,  and  informafion  on  where 
fhey  should  park  if  driving 

•  Dafe,  fime,  and  expected  duration  of  fhe  inferview 

•  Inferview  formaf  (whefher  if  will  be  one-on-one,  wifh  a  group,  efc.) 

•  Any  maferials  fhey  should  bring  fo  complete  or  supplemenf  fheir 
application  (e.g.,  portfolio  of  work  samples,  tellers  of  recommenda¬ 
tion,  franscripfs) 

•  Inferview  ifinerary  (when  fhe  candidafes  will  be  involved  in  several 
inferview  meetings) 

For  informafion  on  how  fo  conducf  useful  and  legal  job  inferviews,  see  fhe 
section  “Inferviewing  Job  Candidafes.” 

Involve  relevant  others 

In  addition  fo  fhe  immediafe  supervisor,  consider  involving  ofhers  in  fhe 
inferview  process,  such  as  peer  coworkers,  primary  consfifuenfs  or  users  of 
fhe  position’s  services,  or  subordinafes  who  will  reporf  fo  fhe  position. 
Ensure  fhaf  fhese  people  too  know  fhe  basics  of  legal  and  effective  infer- 
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viewing.  They  should  ask  all  candidates  the  same  core  questions  and  keep 
their  notes. 

One  advantage  of  involving  others  is  the  wealth  of  perspecfives  fhaf 
mulfiple  opinions  can  provide.  Anofher  advanfage  is  fhaf  people  able  fo 
provide  feedback  on  fhe  selecfion  may  have  a  more  vesfed  inferesf  in  helping 
fhe  new  employee  fo  succeed  as  a  member  of  fhe  feam. 

Give  finalists  a  copy  of  the  job  description 
We  previously  discussed  why  if  is  imporfanf  fo  prepare  a  job  descripfion  or 
job  oufline,  from  fhe  employer’s  perspective,  af  fhe  begirming  of  fhe  recruif- 
ing  process.  If  is  equally  imporfanf  fo  provide  fhe  candidafes  wifh  a  copy  of 
fhaf  job  descripfion  or  oufline.  You  wanf  fhe  candidafes  fo  really  undersfand 
fhe  job  for  which  fhey  are  applying,  so  fhaf  bofh  you  and  fhey  can  assess 
whefher  fheir  skills  and  experiences  are  a  good  mafch  for  your  needs.  This 
will  help  keep  fhe  inferview  focused  on  fhe  job  responsibilifies  and  fhe 
fechnical  skills  and  compefencies  needed  fo  be  successful;  furfher,  fhe  job 
descripfion  will  provide  an  opporfunify  for  fhe  candidafes  fo  ask  informed 
quesfions  fo  clarify  fheir  own  undersfanding  of  fhe  job. 

If  you  have  nof  previously  provided  a  copy  of  fhe  job  descripfion  or 
oufline  fo  fhe  candidafe,  give  fhem  a  copy  before  fhe  inferview.  Then 
give  fhe  candidafes  10  fo  15  minufes  fo  review  fhe  job  descripfion  and  a 
quief  space  fo  look  af  fhe  maferials  and  organize  fheir  fhoughfs.  This  is 
fhe  time  when  a  good  job  descripfion  is  crifical;  if  becomes  fhe  basis  on 
which  bofh  you  and  fhe  candidafes  will  assess  fheir  appropriafeness  for 
fhe  job. 

Can  skill  tests  be  conducted? 

When  evaluafing  individuals’  abilities  fo  perform  fechnical  or  physical  skills, 
you  may  wonder  whefher  if  is  wise  fo  have  fhem  fake  a  fesf  of  some  sorf. 
Unforfunafely,  fesfs  can  be  legally  problematic  unless  fhey  have  been  defer- 
mined  fo  be  bofh  reliable  and  infernally  valid.  Ofher  fhan  fhe  sfandard 
keyboarding  program  fesfs  for  positions  fhaf  require  t5q)ing  or  dafa  enfry 
skills,  grammar  and  spelling  fesfs,  and  basic  mafh  fesfs,  fhere  are  few  vali- 
dafed  fesfs  available  in  fhe  markefplace. 

Thaf  does  nof  unilaferally  prohibif  you  from  asking  applicanfs  fo  dem- 
onsfrafe  how  fhey  would  perform  cerfain  fasks.  A  demonsfrafion  is  differenf 
from  a  fesf  in  fhaf  if  does  nof  have  a  passing  or  failing  score  or  a  cufoff;  if 
jusf  provides  you  wifh  a  piece  of  informafion  you  can  use  in  considering  fhe 
applicanfs.  However,  you  should  exercise  caution  even  in  asking  candidafes 
fo  demonsfrafe  skills.  Firsf,  if  you  ask  one  applicanf,  you  musf  ask  all  of 
fhem.  Second,  you  musf  ask  individuals  fo  demonsfrafe  only  fhose  skills 
fhaf  represenf  essential  functions  of  fhe  job.  Third,  a  requesf  for  a  demon¬ 
sfrafion  musf  be  accompanied  by  an  offer  fo  allow  candidafes  fo  demonsfrafe 
fhe  skill  wifh  or  wifhouf  reasonable  accommodation,  which  may  be  required 


78 


Managing  Pharmacy  Practice 


by  individuals  with  a  disability,  and  which,  once  requested,  you  may  be 
obliged  to  provide.  Therefore,  exercise  caution  before  faking  fhe  pafh  of  skill 
demons  frafion. 

Communicate  a  time  frame  for  the  interview 
If  is  imporfanf  fo  give  applicanfs  a  reasonable  expecfafion  of  how  long  you 
will  need  fo  conducf  fhe  inferview.  They  have  lives  foo  and  will  need  fo  plan 
and  schedule  a  realisfic  amounf  of  fime.  Once  you  say,  “Plan  on  fwo  hours 
(or  fwo  days),”  stick  fo  if. 

Interviewing  job  candidates 

The  process  begins 

You  have  narrowed  your  applicanf  pool  down  fo  a  few  fop  candidafes.  You 
have  plarmed  fhe  inferview  process  and  your  desired  oufcomes,  prepared 
some  insightful  inferview  questions,  and  are  now  ready  fo  meef  wifh  fhe 
candidafes  who  look  besf  on  paper.  There  is  far  more  fo  people  fhan  whaf 
appears  on  fheir  resumes  and  application  forms,  and  fhe  inferview  is  your 
chance  fo  really  explore  in  depfh  who  fhe  persons  are,  how  fhey  can  con- 
fribufe  fo  fhe  organizafion,  and  whefher  fhey  are  a  good  mafch  for  your 
needs  and  your  goals  as  a  manager. 

Make  the  candidates  feel  welcome 

When  candidafes  come  for  fhe  inferviews,  break  fhe  ice  by  being  warm  and 
welcoming.  Offer  coffee,  offer  fo  fake  fheir  coafs,  and  ask  whefher  fhey  had 
any  frouble  finding  your  office.  A  couple  minufes  of  pleasanf  general  falk  will 
sef  a  positive  fone  for  fhe  inferviews.  Buf  do  nof  gef  off-frack  —  fhe  limifed 
fime  fogefher  is  foo  valuable  fo  wasfe  on  nonjob-relafed  small  falk. 

Arrange  for  privacy  and  adequate  interview  time 
Make  sure  you  have  a  privafe  place  for  fhe  inferviews.  Forward  phone  calls 
and  make  ofher  arrangemenfs  so  fhaf  you  are  nof  inferrupfed.  Nofhing  is 
more  disconcerfing  fo  a  candidafe  fhan  a  hiring  manager  who  carmof  focus 
on  fhe  inferview  because  of  incoming  disfracfions.  A  good  inferview  fakes 
af  leasf  an  hour.  Make  sure  you  budgef  enough  fime  fo  gef  a  good  sense  of 
fhis  person  who  mighf  be  joining  you  for  fhe  beffer  porfion  of  your  weekly 
waking  hours. 

Give  the  candidates  an  overview  of  the  meeting 
At  fhe  sfarf  of  fhe  inferview,  fake  a  couple  of  minufes  fo  highlighf  fhe 
essenfial  funcfions  of  fhe  job.  Explain  why  fhis  posifion  is  imporfanf  fo  fhe 
accomplishmenf  of  your  organization’s  goals  and  objectives. 

Then  explain  fhaf  you  will  be  using  a  sef  of  prepared  questions  as  a  basis 
for  fhe  inferview  and  fhaf  you  will  be  faking  nofes.  Ask  fhe  candidafes  fo 
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bear  with  you  if  you  need  a  few  minufes  every  now  and  fhen  fo  jof  down 
fheir  commenfs  or  your  fhoughfs;  explain  fhaf  your  nofes  will  be  helpful 
lafer  as  you  compare  all  fhe  candidafes.  Encourage  fhem  fo  ask  you  quesfions 
fhaf  will  help  fhem  beffer  undersfand  and  evaluafe  fhe  job. 

Ask  all  candidates  the  same  core  questions 
Asking  all  candidafes  fhe  same  core  quesfions  helps  ensure  fhaf  you  receive 
consisfenf  and  comparable  information  from  which  you  can  make  a  defen¬ 
sible  hiring  decision.  However,  if  is  okay,  even  desirable,  fo  ask  follow-up 
quesfions  fhaf  will  vary  by  individual  if  you  are  seeking  clarificafion  of  fhe 
candidafes’  responses  or  fheir  specific  work  backgrounds. 

Ask  questions  that  elicit  detailed,  real-life  responses 
The  besf  kinds  of  quesfions  are  fhose  fhaf  elicif  descriptive,  real-life  responses 
from  fhe  candidafes.  These  quesfions,  prepared  in  advance,  will  help  gef  fhe 
candidafes  fo  describe  sifuafions  in  vivid  defail,  as  if  fhey  are  replaying  a 
movie  in  fheir  minds  while  describing  pasf  work  experiences  fo  you.  This 
can  be  difficulf  for  candidafes.  Somefimes  if  is  hard  fo  come  up  wifh  good 
examples  of  pasf  performance  during  a  pressure  sifuafion  such  as  an  infer- 
view.  So  do  nof  be  surprised  if  fheir  firsf  fendencies  are  fo  give  generalized 
responses  such  as,  “I  would  probably  jusf....”  Such  responses  are  merely 
speculative  —  how  fhey  fhink  fhey  mighf  ideally  read  or  how  fhey  fhink 
you  wanf  fhem  fo  reacf.  So  do  nof  settle  for  nonspecific  responses.  Explain 
fo  fhe  candidafes  fhaf  you  wanf  fo  hear  abouf  specific  incidenfs  and  exam¬ 
ples.  Acknowledge  fhaf  answering  such  quesfions  fakes  longer,  assure  fhem 
fhaf  fhey  can  fake  fheir  fime  before  answering,  and  fhen  waif. 

Wait  for  a  good  answer  and  avoid  overtalking 
Waifing  in  silence  can  be  awkward  for  bofh  you  and  fhe  candidafes.  Social 
environmenfs  usually  encourage  us  fo  fill  in  silences  wifh  conversation. 
Resisf  fhe  fempfafion  because  you  will  disfracf  fhe  individuals’  concenfra- 
fion,  and  you  may  even  inadverfenfly  prompf  fhe  candidafes  wifh  clues  fo 
fhe  answers  you  wanf  fo  hear  rafher  fhan  fheir  own  answers.  Once  you  have 
posed  a  quesfion,  allow  fhe  candidafes  fime  fo  fhink  abouf  fhe  response, 
even  if  fhey  seem  fo  sfruggle  a  bif  frying  fo  fhink  of  somefhing.  Once  you 
break  fhe  silence  or  move  fo  anofher  quesfion,  you  have  excused  fhe  candi¬ 
dafes  from  demonsfrafing  fhaf  fhey  have  fhe  skills  required  for  fhe  posifion 
you  offer. 

Some  candidafes  are  nafural  falkers  and  can  fill  silences  wifhouf 
acfually  answering  quesfions.  If  candidafes  falk  buf  gef  off  frack  in 
answering  a  quesfion,  simply  sfeer  fhem  back  on  course  by  saying,  “I 
appreciafe  fhaf  commenf,  buf  lef  me  make  sure  I  undersfand  specifically 
how  you....” 
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Ask  the  hard  questions 

Just  because  a  question  may  be  difficult  or  uncomfortable  to  answer  does 
not  make  it  inappropriate  or  discriminatory  to  ask.  Supervisors  are  some¬ 
times  reluctant  to  ask  candidates  why  they  left  previous  positions.  Candi¬ 
dates  will  sometimes  list  stress,  personality  conflict,  or  interest  in  better 
opportunities  as  a  reason  for  leaving.  You  can  ask  fhem  abouf  specific  aspecfs 
of  previous  positions  fhaf  fhey  found  difficulf.  If  fhose  same  facfors  exisf  in 
fhe  position  you  offer,  fhe  candidafes  may  nof  be  a  good  mafch.  Sometimes, 
however,  fhe  circumsfances  fhaf  caused  problems  for  fhem  in  fhe  pasf  are 
nof  presenf  in  fhe  job  you  offer  or  were  personal  and  have  been  resolved. 
You  need  fhis  information  fo  make  a  good  hiring  decision. 

Likewise,  if  may  be  necessary  fo  have  candidafes  explain  criminal  con¬ 
victions  lisfed  on  fheir  applicafions.  Depending  on  how  relevanf  fhe  convic¬ 
tions  may  be  fo  your  position  and  how  recenfly  fhey  occurred,  you  may 
choose  fo  facfor  fhe  informafion  info  your  decision.  There  is  cause  for  cau¬ 
tion,  however.  Your  questioning  may  reveal  informafion  fhaf  may  nof  be 
used  fo  screen  ouf  an  applicanf.  You  may  learn,  for  example,  fhaf  an  indi¬ 
vidual  had  an  arresf  fhaf  did  nof  lead  fo  a  conviction,  or  fhaf  an  individual 
had  a  conviction  on  a  matter  fhaf  is  nof  apparenfly  relevanf  fo  your  posifion. 
If  fhaf  is  fhe  case,  do  nof  use  such  informafion  in  a  decision  nof  fo  hire.  If 
you  have  any  questions,  consulf  wifh  your  human  resources  (HR)  deparf- 
menf  or  legal  counsel  before  making  a  hiring  decision  or  communicafing 
wifh  fhe  candidafe. 

Keep  all  interview  notes 

Take  comprehensive  inferview  nofes  fhaf  documenf  fhe  candidafes’  verbal 
and  nonverbal  responses.  Use  your  nofes  lafer  fo  help  defermine  why  you 
did,  or  did  nof,  selecf  a  candidafe.  Besides  refreshing  your  memory  of  each 
applicanf  af  fhe  end  of  fhe  inferview  process,  nofes  are  imporfanf  documen- 
fafion  fhaf  you  conducfed  a  defensible  inferview,  asking  comparable  ques¬ 
tions  of  each  candidafe  and  asking  job-relafed  questions  only.  Be  careful: 
personal  commenfs  abouf  an  applicanf’ s  efhnicify,  appearance,  personal  hab- 
ifs,  or  personalify,  for  example,  are  bofh  inappropriafe  and  indefensible  if 
fhere  is  any  subsequenf  legal  action. 

Mainfain  defailed  documenf afi on  of  all  inferviews  for  af  leasf  fhree  years. 
Your  inferview  nofes  may  be  your  only  way  of  reconsfrucfing  fhe  inferview 
and  fhe  facfors  fhaf  led  you  fo  fhe  decision  of  nof  hiring  a  parficular  candi¬ 
dafe.  Unsuccessful  candidafes  may  file  complainfs  even  fwo  or  fhree  years 
after  you  have  inferviewed  fhem.  By  fhaf  fime,  if  is  possible  fhaf  you  will 
nof  even  remember  fhem.  You  may  keep  your  nofes  in  your  files,  or  you 
may  send  fhem  fo  your  HR  deparfmenf  for  fhe  posifion  recruifmenf  file. 

As  you  fake  nofes,  however,  be  sensifive  fo  your  applicanfs.  For  candi¬ 
dafes,  if  can  be  disconcerfing  if  fhe  inferviewer  is  consfanfly  looking  down 
and  wrifing.  Make  frequenf  eye  confacf  and  acknowledge  fhaf  you  are  lis- 
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tening  carefully.  By  letting  candidates  know  in  advance  that  you  will  be 
asking  the  same  core  questions  and  taking  notes  for  each  applicant,  you  can 
limit  their  anxieties  and  create  an  environment  that  communicates  that  you 
intend  to  be  fair  and  objective  in  your  decision  making. 

If  you  involve  others  in  the  interviewing  process,  make  sure  they  follow 
the  same  procedures  outlined. 

Deflect  irrelevant  information  volunteered  hy  candidates 
During  interviews,  even  if  you  do  not  ask  inappropriate  questions,  candi¬ 
dates  may  volunteer  information  that  would  be  inappropriate  for  you  to  use 
in  making  your  hiring  decision.  For  example,  they  may  tell  you  that  they 
have  young  children,  use  public  transportation,  are  pregnant,  or  are  over  60 
years  of  age.  You  carmot  assume  that  such  factors  might  impair  their  work 
performance.  If  such  information  is  volunteered,  you  can  say  something  like, 
“That  is  not  information  that  I  would  consider  as  part  of  my  hiring  decision. 
The  only  thing  I  need  to  know  is  whether  you  can  satisfactorily  perform  the 
job  as  it  is  been  described  to  you.  Can  you?”  Then  record  in  your  notes  the 
transaction  and  how  you  handled  it. 

Let  the  candidates  ask  questions  and  tell  the  truth 
Interested,  engaged  candidates  will  wonder  about  the  job  and  its  specifics. 
Encourage  them  to  ask  the  questions  on  their  minds.  Be  open  and  honest  in 
describing  the  challenges  that  will  face  them  if  they  take  the  position,  as  well 
as  all  the  advantages  of  working  there.  You  want  your  candidates  to  have  a 
realistic  understanding  about  what  life  will  be  like  if  they  take  this  job  — 
the  last  thing  you  want  is  to  paint  an  unrealistically  rosy  picture  of  the  work 
and  the  workplace  and  then  present  a  new  employee  with  unexpected  dis¬ 
appointments.  It  is  much  better  to  let  candidates  know  what  they  are  getting 
themselves  into  (both  upsides  and  downsides),  so  they  can  make  informed 
decisions  about  whether  they  are  right  for  the  job.  The  right  candidate  will 
be  the  one  who  can  handle  the  stresses  and  challenges  as  well  as  the  joys  of 
the  job. 

Share  your  decision  timelines 

A  good  interview  will  leave  both  you  and  the  candidate  feeling  like  you 
have  a  good  sense  of  the  potential  match  between  the  person  and  the  posi¬ 
tion.  At  the  end  of  the  interview,  let  the  candidates  know  how  things  will 
proceed  from  there:  whether  you  have  other  candidates  yet  to  interview  and 
how  long  you  expect  it  will  be  before  a  hiring  decision  can  be  made.  Let 
them  know  that  if  they  are  finalist  candidates,  you  will  be  checking  their 
employment  references  and  academic  backgrounds.  (See  the  section  “Back¬ 
ground  and  Reference  Checks  on  Job  Candidates”  for  more  information.) 

Assure  the  candidates  that  you  will  let  them  know  one  way  or  the  other 
about  the  outcome  of  your  hiring  decision.  And  then  make  sure  you  do  so 
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—  plan  to  notify  all  unsuccessful  candidafes  wifh  a  phone  call  or  a  nofe  fhaf 
you  have  made  a  decision  fo  hire  anofher  qualified  candidafe. 

Background  and  reference  checks  on  job  candidates 

Always  check  references 

As  fhe  hiring  supervisor,  you  need  fo  check  references  once  you  have  nar¬ 
rowed  down  your  candidafe  field  fo  a  couple  of  finalisfs.  Always  check 
references.  Unforfunafely,  people  are  nof  always  exacfly  as  fhey  porfray 
fhemselves  fo  be,  and  you  owe  if  fo  yourself  and  fo  your  organizafion  fo 
know  whom  you  are  hiring. 

Should  you  also  conduct  a  background  check? 

Many  organizafions  currenfly  also  conducf  background  checks.  This  may 
include  a  criminal  background  check  and  a  credif-hisfory  check.  If  is  impor- 
fanf  for  your  organizafion  fo  include  a  sfafemenf  on  ifs  employmenf  appli- 
cafion  form  advising  candidafes  fhaf  a  criminal  background  check  will  be 
conducfed.  Candidafes  should  also  sign  and  dale  fhe  applicafion  form,  sfaf- 
ing  fhaf  fhe  information  confained  on  fhe  applicafion  is  frue  and  correcf  fo 
fhe  besf  of  fheir  knowledge. 

Remember,  an  arresf  record  is  nof  perfinenf  fo  making  a  hiring  decision. 
If,  however,  fhe  candidafe  has  been  convicfed  and  fhe  crime  is  relevanf  fo 
fhe  position,  you  may  wish  fo  fake  fhis  info  accounf.  For  example,  suppose 
you  are  recruiting  for  a  cashier,  and  you  discover  fhrough  a  criminal  back¬ 
ground  check  fhaf  a  candidafe  has  been  convicfed  of  sfealing  and  using  credif 
card  numbers  from  pafrons  af  a  store  he  or  she  used  fo  work.  This  would 
be  germane  fo  fhe  hiring  decision. 

If  you  plan  fo  conducf  a  credif  background  check,  be  sure  fhaf  fhere  is 
a  legifimafe,  job-relafed  reason  for  fhis  invesfigafion.  For  example,  you  may 
wish  fo  invesfigafe  fhe  credif  rafing  for  all  candidafes  applying  for  a  cashier 
posifion  or  for  positions  in  your  finance  deparfmenf.  Under  fhe  Fair  Credif 
Reporfing  Acf  (FCRA),  fhere  are  very  sfricf  and  explicif  legal  guidelines 
abouf  conducfing  a  credif  check.  Candidafes  musf  be  specifically  notified  in 
wrifing  abouf  fhe  credif  check,  fhey  musf  sign  a  release  documenf  permitting 
fhe  invesfigafion,  and  if  fhere  is  any  negative  informafion  uncovered  fhey 
musf  be  provided  wifh  fhaf  informafion  and  given  fhe  opporfunify  fo  eifher 
clear  fheir  record  or  explain  fhe  circumsfances.  Confacf  your  FIR  deparfmenf 
or  seek  legal  guidance  before  underfaking  a  credif  check. 

Risks  of  negligent  hiring 

Failure  fo  conducf  background  and  reference  checks  may  mean  fhaf  you 
make  fhe  misfake  of  hiring  someone  wifhouf  fhe  educafion  or  experience  fo 
do  fhe  job.  Or  if  may  mean  fhaf  you  hire  someone  wifh  a  hisfory  of  problem 
performance.  Af  fhe  exfreme,  if  may  even  mean  fhaf  you  creafe  a  legal 
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liability  for  your  organization;  increasingly,  courts  are  finding  employers 
legally  responsible  for  negligent  hiring  if  they  have  hired  someone  without 
diligent  efforts  to  verify  the  individual’s  history,  and  the  person  then  uses 
the  job  to  commit  violent  or  other  serious  acts. 

Insist  on  checking  supervisory  references 
Candidates  sometimes  say  that  they  do  not  want  you  to  contact  a  former  or 
current  supervisor.  There  are  two  common  reasons  for  this  reluctance.  The 
first  is  that  they  do  not  want  their  current  boss  to  know  they  are  job-hunting. 
They  do  not  want  to  burn  any  bridges  with  their  current  employer  until  they 
know  they  have  a  new  job  lined  up.  The  second  reason  is  that  they  are  afraid 
that  the  supervisor  will  say  something  negative  about  them. 

If  you  are  seriously  interested  in  applicants,  tell  them  that  they  are  finalist 
candidates  (never  say  the  finalist),  but  that  you  must  have  a  full  picture  of 
their  work  histories,  and  therefore  must  check  with  their  past  supervisors. 
In  some  cases,  candidates  may  provide  names  of  other  individuals  in  the 
organization  as  references  for  their  current  position.  Explain  that  you  would 
prefer  to  speak  with  the  immediate  supervisor.  If  that  is  not  possible,  be  sure 
that  the  references  you  receive  are  from  other  individuals  in  the  organization 
who  are  at  least  at  a  peer  level  to  the  immediate  supervisor  and  have  had 
significant  work-related  intersection  with  the  candidate.  If  you  want  to  make 
a  job  offer  to  a  candidate,  you  might  make  the  offer  contingent  on  a  discus¬ 
sion  with  the  current  supervisor.  If  his  or  her  current  boss  does  not  know 
the  candidate  is  looking,  give  the  candidate  some  time  (a  day  or  so)  to  go 
back  and  talk  with  the  supervisor,  so  that  your  reference  call  does  not  catch 
the  boss  off  guard. 

If  candidates  are  reluctant  to  provide  you  with  references  from  a  super¬ 
visor  in  a  prior  position,  ask  them  to  explain  their  reluctance  and  try  to  work 
through  it  with  them.  If  they  are  afraid  the  supervisor  will  say  something 
bad  about  them,  ask  them  to  describe  what  they  think  the  supervisor  will 
say  and  why  they  think  the  supervisor  will  say  it.  Sometimes  supervisors 
say  discouraging  things,  even  about  good  employees.  If  there  are  problems 
in  an  employment  relationship,  the  problems  are  sometimes  with  the  boss 
and  not  with  the  employee.  And  sometimes  there  is  legitimate  negative 
information  that  the  candidate  would  rather  you  not  hear. 

If  candidates  think  that  you  might  get  negative  information  from  a 
current  or  former  supervisor,  assure  them  that  their  own  explanations  of  the 
situation  will  also  help  you  weigh  what  you  hear.  Encourage  the  applicants 
to  give  you  the  names  and  phone  numbers  of  others  in  the  organization  who 
might  be  able  to  give  countering  or  balancing  information. 

Do  not  take  no  (information)  for  an  answer 
Even  though  some  employers  say  they  only  give  out  “name,  rank,  and  serial 
number,”  many  organizations  do  not  expressly  prohibit  supervisors  from 
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providing  references  for  employees.  A  recenf  survey  by  fhe  SHRM  found 
fhaf  78%  of  more  fhan  1300  responding  companies  say  fhaf  fhey  do  provide 
references. 

Af  fhe  very  leasf,  an  HR  office  will  usually  verify  (1)  fhaf  fhe  individual 
did  work  fhere,  (2)  fhe  dafes  of  employmenf,  and  (3)  fhe  job  fifle.  The 
company  may  or  may  nof  release  salary  information  or  why  an  employmenf 
relationship  ended.  However,  many  organizations  verify  or  refufe  dafa  fhaf 
you  provide  fo  fhem.  Therefore  you  can  ask  questions  such  as,  “This  person 
says  her  final  salary  was  $30,000.  Is  fhaf  consisfenf  wifh  your  records?”  or 
“This  person  indicafes  his  employmenf  ended  due  fo  a  reducfion  in  work¬ 
force.  Is  fhaf  whaf  your  records  show?”  The  respondenf  can  fhen  simply 
answer  wifh  a  yes  or  no. 

Be  persistent 

If  one  company  represenfafive  is  unwilling  fo  give  useful  information,  fry 
confacfing  ofher  references  af  fhe  same  company.  If  you  fried  fhe  supervisor, 
fhen  fry  fhe  HR  office  or  fhe  supervisor’s  boss.  You  can  also  ask  fhe  candi- 
dafes  for  additional  names  of  people  familiar  wifh  fheir  work.  If  company 
represenfafives  balk,  consider  asking  fhem  whefher  fhey  will  speak  wifh  you 
if  fhe  candidafes  provide  a  verbal  or  written  release.  Or  ask  whefher  fhey 
would  be  willing  fo  answer  your  questions  if  you  puf  fhem  in  wrifing  on 
your  organizafion’s  lefferhead. 

If  is  fine  fo  puf  fhe  responsibilify  on  fhe  candidafes  fo  help  you  gef 
references.  Good  applicanfs  will  nof  have  any  frouble  geffing  former  employ¬ 
ers  fo  speak  wifh  you.  Have  fhe  applicanfs  frack  down  former  supervisors 
and  alerf  fhem  fo  your  call.  Be  very  suspicious  of  any  candidafes  who  cannof 
come  up  wifh  several  confacfable  references;  if  all  fheir  former  employers 
have  “gone  ouf  of  business”  or  every  former  supervisor  is  “no  longer  wifh 
fhe  company,”  do  nof  hire  fhe  person.  Those  are  clear  warning  signs  of 
problems.  Also  be  wary  of  reference  leffers  provided  direcfly  by  fhe  candi¬ 
dafes;  experfs  will  fell  you  fhaf  fhe  applicanfs  may  well  have  written  such 
leffers  fhemselves. 

Ask  questions  directly  related  to  the  job  only 
The  quesfions  you  should  ask  references  are  virfually  idenfical  fo  fhe  ques¬ 
tions  you  would  ask  fhe  candidafe.  This  helps  fo  give  fhe  references  a  brief 
overview  of  fhe  basic  functions  of  fhe  job  you  are  frying  fo  fill,  and  makes 
if  easier  for  fhe  references  fo  compare  your  job  fo  fhe  job  fhe  candidafe  held 
wifh  fhem. 

You  can  ask  whefher  fhere  were  documenfed  performance  problems  fhaf 
mighf  be  relevanf  fo  your  job.  For  example,  if  reliable  attendance  is  an 
imporfanf  facfor  for  your  job,  you  can  ask  abouf  fhe  candidafe’s  attendance 
record.  Buf  like  in  an  inferview,  phrase  your  quesfions  carefully  fo  make 
sure  you  do  nof  accidenfally  learn  of  medical  or  disabilify  information  fhaf 
could  have  discriminafory  impacf  on  your  hiring  decision.  One  way  fo  ask 


Chapter  six:  Employee  recruitment,  retention,  and  compensation 


85 


is,  “Other  than  for  legitimate  medical  or  family  leave  reasons,  did  fhe  indi¬ 
vidual  have  any  documenfed  problems  wifh  abusing  attendance  or  fime 
off?”  Table  6.3  shows  some  ofher  useful  quesfions.  (These  are  also  quesfions 
you  can  rephrase  and  ask  applicanfs  in  an  inferview.  Then  you  can  compare 
fheir  answers  wifh  fhose  of  fheir  boss.) 

In  general,  sfay  away  from  any  reference  quesfions  fhaf  you  would  nof 
ask  fhe  candidafes  fhemselves  in  an  inferview.  Do  nof  ask  personal  quesfions 
nof  direcfly  relafed  fo  fhe  abilify  fo  do  fhe  job. 

Evaluate  negative  information  with  caution 
Even  if  you  receive  negafive  informafion  during  a  reference  check,  do  nof 
immediafely  rule  ouf  fhe  candidafe.  Affempf  fo  undersfand  every  angle  of  fhe 
circumsfances  fhaf  caused  fhe  problem.  Try  fo  gef  confirming  or  refuting 
informafion  from  ofher  sources.  However,  if  if  appears  fhaf  fhe  negafive  infor¬ 
mafion  is  supporfed  by  relevanf  facfs,  and  if  you  gef  similar  responses  from 
several  references,  you  may  choose  nof  fo  consider  fhe  candidafe  furfher. 

Evaluafe  even  positive  informafion  carefully.  Some  people  subscribe  fo 
fhe  “if  you  cannof  say  somefhing  nice  do  nof  say  anyfhing  af  all”  school  of 
giving  references.  Read  between  the  lines:  do  you  get  the  feeling  fhere  is 
somefhing  fhey  are  nof  felling  you?  If  you  sense  fhere  is  somefhing  fhe 
references  are  avoiding,  probe  furfher.  Buf  do  nof  promise  fhaf  whaf  fhey 
fell  you  is  off  fhe  record.  If  you  end  up  basing  your  hiring  decision  on  fhaf 
informafion,  if  will  need  fo  be  parf  of  your  records. 


Table  6.3  Potential  Questions  to  Ask  References 

•  How  did  this  person  handle  a  typical,  specific  situation  such  as  XXX  when 
working  for  you? 

•  How  much  experience  did  this  person  have  doing  XXX  for  you,  and  how 
good  was  the  performance? 

•  What  is  the  person’s  level  of  technical  expertise  in  the  essential  job  functions 
I  need? 

•  This  person  would  be  responsible  for  handling  XXX  duties.  Is  there  anything 
in  the  candidate’s  performance  history  that  would  cause  you  concern  about 
his  or  her  ability  or  appropriateness  to  do  these  tasks? 

•  What  types  of  tasks  did  this  person  handle  well  alone,  and  what  things 
required  structured  supervision? 

•  What  do  you  anticipate  I  will  find  to  be  this  person’ s  real  strengths,  and  what 
areas  would  benefit  from  constructive  coaching  or  mentoring? 

•  This  position  interacts  with  XXX  types  of  coworkers  or  customers  in  XXX 
types  of  situations.  How  does  that  compare  with  what  the  person  did  for 
you,  and  how  well  do  you  think  will  the  person  handle  these  interactions  for 
me? 

•  Here  is  something  I  noticed  on  the  person’s  application  (or  in  the  interview) 
that  raised  a  question  in  my  mind.  Can  you  help  me  understand  it? 
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Get  at  least  three  work  references 

To  make  a  good  decision,  you  will  need  feedback  from  af  leasf  fhree  refer¬ 
ences  going  back  af  leasf  five  years  if  possible.  Even  for  enfry-level  posifions 
fhaf  require  liffle  or  no  prior  work  experience,  you  should  speak  wifh  school 
counselors,  infernship  coordinafors,  major  professors,  or  coordinators  of 
volunteer  acfivifies  who  are  familiar  wifh  fhe  candidafe  in  a  professional  or 
an  academic  (rafher  fhan  social)  environmenf. 

Do  not  bother  with  personal  references 
Personal  or  character  references  are  seldom  useful.  Such  individuals  usually 
carmof  offer  direcf  information  abouf  how  a  candidafe  would  perform  in  a 
work  environmenf.  And  offen  fhey  are  personal  friends,  and  fherefore  fheir 
perspectives  will  nof  be  neufral  and  objective. 

Document  all  reference  information 

Documenf  in  wrifing  all  fhe  references  you  attempted  fo  confacf,  or  did 
confacf,  and  all  relevanf  information  you  received.  If  you  gef  sfonewalled, 
documenf  whom  you  confacfed  and  fhaf  fhey  refused  fo  give  you  useful 
information.  The  forms  in  Appendix  B  and  Appendix  C  are  useful  fools  for 
keeping  frack  of  perfinenf  informafion.  The  following  sections  provide  fur- 
fher  informafion  abouf  fhese  forms. 

Preemployment  reference  check  and  credentials  check  forms 
Hiring  qualified  employees  in  fhe  currenf  labor  markef  requires  a  major 
invesfmenf  of  bofh  fime  and  resources.  Many  employers  use  a  program  of 
preemploymenf  background  checks  in  order  fo  minimize  fhe  risk  of  negli- 
genf  hiring  claims,  mainfain  a  safe  and  secure  workplace,  and  profecf  com¬ 
pany  assefs  from  fhe  cosf  of  a  poor  hire. 

For  legal  fracking  purposes,  you  should  mainfain  fhis  documenfafion 
for  fhree  years,  along  wifh  your  interview  notes  and  your  reasons  for  nof 
selecfing  all  unsuccessful  candidates.  (For  more  informafion  on  inferview 
notes,  see  fhe  secfion  “Interviewing  Job  Candidates.”)  You  can  keep  fhese 
materials  in  your  deparfmenfal  files  if  you  are  willing  fo  be  responsible  for 
fhem  or  you  can  send  fhem  fo  your  HR  deparfmenf  for  safekeeping  once 
your  search  is  over.  Why  do  documenfs  have  fo  be  kepf  for  fhree  years? 
Because  fhaf  is  fhe  general  limif  wifhin  which  an  unsuccessful  candidafe  can 
challenge  your  hiring  decision  fo  a  sfafe  or  federal  equal  employmenf  oppor- 
funify  agency,  and  you  need  fo  be  able  fo  presenf  contemporaneous  records 
fhaf  prove  you  made  your  decision  af  fhe  fime  for  legifimafe  reasons,  based 
on  verifiable  informafion  and  nondiscriminafory  facfors. 

Check  both  academic  and  employment  information 
Companies  fhaf  conducf  professional  background  check  services  say  fhaf 
applicanfs  are  even  more  likely  fo  falsify  informafion  abouf  fheir  aca¬ 
demic  backgrounds  fhan  abouf  fheir  work  hisfory,  probably  because 
employers  are  less  likely  fo  check  wifh  schools  for  verificafion  or  fo 
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require  academic  transcripts.  Most  college  registrar  offices,  upon  requesf, 
confirm  dafes  of  affendance  and  graduafion  as  well  as  degrees  awarded 
and  majors. 


Retention 

Your  people  resources  —  human  capifal  —  are  your  mosf  imporfanf  assefs. 
Rarely  will  ofher  facfors  be  as  key  fo  your  long-ferm  compefifive  advanfage. 
Technology  is  readily  available  fo  organizations,  producf  offerings  are  easily 
copied  or  adapfed,  and  markef  niches  quickly  diminish  as  compefifors  see 
exploifable  opporfunifies. 

Successful  organizations  recognize  fhaf  fhe  frue  source  of  fheir  long-ferm 
compefifive  advanfage  is  fheir  people.  Employees  are  fhe  force  fhaf  can  drive 
velocify,  qualify,  innovafion,  cusfomer  service  and  safisfacfion,  and  fhe  effi- 
cienf  use  of  resources. 

To  fully  undersfand  fhe  imporfance  of  refenfion,  if  is  imporfanf  fo  firsf 
undersfand  fhe  high  cosf  of  fumover  fo  an  organization.  The  U.S.  Deparfmenf 
of  Labor  (DOT)  esfimafes  fhaf  if  cosfs  a  company  one-fhird  of  a  new  hire’s 
armual  salary  fo  replace  an  hourly  employee.  The  cosf  fo  replace  managemenf 
employees  can  easily  run  from  50%  of  fheir  salary  fo  in  excess  of  100%. 

Estimating  the  visible  cost  of  turnover 

There  are  fhree  main  cafegories  of  visible  cosf  fo  employee  fumover:  fermi- 
nafion  cosfs,  recruifmenf  cosf,  and  new  hire  cosf.  Use  fhe  formaf  found  in 
Table  6.4  fo  esfimafe  fhe  cosf  of  a  fumover  af  your  organization. 

In  addition  fo  fhe  visible  cosfs,  fhere  are  significanf  hidden  cosfs  fo  furn- 
over,  such  as  fhe  inefficiency  of  fhe  ferminafed  employee  from  fhe  time  nofice 
is  given  imfil  deparfure  and  loss  of  producfivify  due  fo  workforce  reductions. 
These  may  negafively  affecf  fhe  morale  of  fhe  remaining  employees,  which 
may  decrease  producfivify  furfher.  Lasfly,  fhe  lower  producfivify  from  fhe  new 
hire  —  fhe  learning  curve  loss  —  may  affecf  your  producfivify  and  fhaf  of 
your  remaining  sfaff  while  assisting  fhe  new  hire  during  fhe  learning  curve 
period.  In  shorf,  if  is  cosf  effective  and  time  efficienf  fo  refain  your  sfaff. 

Why  do  employees  sfay  wifh  fheir  currenf  employers?  Whaf  are  fhe  key 
componenfs  of  job  safisfacfion?  In  a  join!  sfudy  conducfed  in  2002  by  fhe 
SHRM  and  USA  Today,  fhe  fop  five  overall  componenfs  of  job  safisfacfion  by 
employees  are  job  securify  benefifs,  communication  befween  employees  and 
managemenf,  employee  flexibilify  fo  balance  life  and  work  issues,  and  com- 
pensafion  or  pay. 

Alfhough  fhese  componenfs  differ  somewhaf  by  age  cafegory  gender, 
and  indusfry  fype,  job  securify  is  one  of  fhe  fop  five  aspecfs  selecfed  by  all. 
Benefifs  and  compensafion  are  also  in  fhe  fop  five  in  almosf  all  cafegories. 
These  frends  indicafe  fhaf  if  is  imporfanf  fo  undersfand  fhe  needs  of  your 
employees,  i.e.,  whaf  is  imporfanf  fo  fhem.  Wifh  fhaf  informafion  in  hand, 
you  can  build  a  culfure  fhaf  meefs  bofh  your  needs  and  fheirs. 


88 


Managing  Pharmacy  Practice 


Table  6.4  Estimating  the  Cost  of  Employer  Turnover 

Termination  Costs 

•  Exit  interview  —  typically  V2  hour  of  time  for  someone  in  your  $. 
HR  department  to  provide  information  about  the  status  of  the 
departing  employee’s  benefits  (e.g.,  COBRA),  etc. 

•  Exit  interview  —  V2  hour  of  fhe  departing  employee’s  time  $. 

•  Payout  of  accrued  unused  vacation  time  $. 

•  Unemployment  costs  $. 

Recruitment  Costs 

•  Cost  for  advertising  the  position  $. 

•  Cost  for  an  external  retained  search  consultant /recruiter  $. 

•  Salary  of  your  HR  department  recruiter  —  typically  10  to  15  $. 

hours  —  to  prepare  text  for  advertising  the  position,  developing 

a  detailed  description  of  the  position,  reviewing  and  assessing 
resumes  as  they  arrive,  coordinating  and  scheduling  interviews, 
conducting  interviews  and  skills  testing,  conducting 
background  and  reference  checks,  etc. 

•  Salary  for  your  time  —  at  least  10  hours  —  to  finalize  and  $. 

approve  advertising  copy,  give  a  detailed  description  of  the 
position,  interview  and  assess  candidates,  and  negotiate  details 

of  the  job  offer 


New  Hire  Costs 

•  Salary  of  new  hire  —  2  to  3  hours  —  to  complete  the  new  hire  $. 
paperwork,  benefit  review,  and  new  hire  orientation 

•  Salary  of  HR  department  —  2  hours  —  to  conduct  reviews  and  $. 
orientations 

•  Salary  of  payroll  staff  —  V2  hour  —  to  set  up  new  hire  on  payroll  $. 

•  Startup  costs  (business  cards,  office  supplies,  computer,  etc.)  $. 

Total  costs  for  turnover  $. 


A  peculiar  thing  happens  to  many  employees  after  they  have  been  with 
an  employer  for  a  few  years.  The  3-  to  5-year  period  of  tenure  -  just  when 
most  employers  believe  that  employees  are  getting  comfortable  with  the 
organization  —  turns  out  to  be  exactly  the  time  employees  think  about 
leaving. 

Manpower  International  conducted  a  loyalty  survey  in  2002  that  found 
that  the  top  three  loyalty  drivers  are  strong  leadership,  strong  teamwork, 
and  open  and  honest  communication. 

Most  employers  focus  their  attention  on  the  recruiting,  hiring,  and  ori¬ 
entation  phase  of  an  employee’s  career.  Then  it  is  business  as  usual.  The  key 
concept  when  building  a  retention  program  is  to  understand  that  one  size 
does  not  fit  all.  It  is  important  that  you  understand  the  needs  of  your  employ¬ 
ees,  which  will  likely  differ  based  on  age  and  gender. 
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Conducting  a  “reality  check”  with  your  employees  is  an  assessment  tool 
that  should  be  used  on  a  periodic  and  regular  basis.  What  is  important  today 
may  change  tomorrow,  and  your  employees  are  your  best  resources.  Many 
employers  are  looking  at  different  ways  to  meet  their  employees’  needs. 
These  include  flexible  schedules,  felecommufing,  job  sharing,  and  employee 
assisfance  plans  (EAPs).  In  addifion,  adopfion  assisfance,  subsidized  child 
care,  and  elder  care  are  growing  in  popularify.  Ofher  benefifs  are  educafional 
subsidies,  culfural  subsidies,  lunch-and-leam  programs,  and  exercise  and 
healfh  facilifies. 

Many  of  fhese  programs  are  nof  difficulf  fo  esfablish  and  are  relafively 
inexpensive  fo  implemenf.  A  survey  of  your  workforce  can  help  identify  fhe 
fypes  of  programs  besf  suifed  fo  your  employees.  If  is  imporfanf  fo  build 
your  employees’  spirif  and  pride  in  fhe  organizafion  and  help  fhem  feel  a 
parf  of  fhe  feam. 

Conversely,  a  national  workforce  loyalfy  sfudy  conducfed  in  2001  by 
Walker  Infernafional  identified  several  warning  signs  and  ongoing  frends  in 
foday’s  workers.  This  sfudy  indicafed  fhaf  only  abouf  half  (53%)  of  employ¬ 
ees  are  willing  fo  recommend  fheir  organizations  fo  ofhers  looking  for  a  job, 
and  only  abouf  half  (54%)  believe  fhaf  fheir  organizafions  freaf  employees 
fairly.  The  primary  concerns  are  fhe  way  policies  are  implemenfed  (only  45% 
are  positive),  fairness  of  pay  and  pay  practices  (50%  are  posifive),  and  fewer 
fhan  half  (only  41%)  believe  fhere  is  a  degree  of  frusf  in  employees. 

In  fhe  final  analysis,  employees  wanf  challenging  and  sfimulafing  work, 
fair  pay,  fhe  fools  and  resources  needed  fo  do  fheir  jobs,  recognifion  for  work 
done  well,  and  involvemenf  in  fhe  decisions  fhaf  impacf  fheir  daily  lives. 
The  problem  is  fhaf  in  foday’s  fasf-paced,  high-powered  work  environmenfs, 
simply  addressing  fhe  basic  needs  of  employees  and  recognizing  fheir  efforfs 
are  nof  enough. 


Compensation 

Compensafion  refers  fo  bofh  direcf  and  indirecf  pay,  and  is  fypically  referred 
fo  as  fofal  compensafion.  Tofal  compensafion  can  include  base  wages,  over¬ 
time,  bonuses,  incentive  pay,  sales  commission,  and  fhe  cosf  of  providing 
benefifs.  Here  we  focus  on  direcf  pay  —  cash  compensafion. 

There  are  fhree  f5^es  of  direcf  pay:  base  pay,  variable  pay,  and  incentives. 
Base  pay  is  fhe  basic  rafe  of  direcf  compensafion.  For  a  nonexempf  employee, 
fhis  is  fhe  hourly  rafe  of  pay.  For  an  exempf  employee,  fhis  is  fhe  basic 
armualized  rafe  of  pay.  In  bofh  cases,  base  pay  excludes  overtime,  bonuses, 
commissions,  or  any  ofher  exfra  fypes  of  pay. 

Variable  pay  is  fhe  porfion  of  an  employee’s  pay  fhaf  is  considered  af 
risk.  Typically,  fhis  depends  on  some  level  of  performance.  Examples  include 
commission,  discretionary  bonuses,  managemenf  by  objecfives  (MBO),  and 
fargef  bonuses.  Incentive  pay  includes  sfock  options,  resfricfed  sfock 
awards,  venfure  participation,  and  phanfom  sfock  granfs  (sfock  appreciation 


90 


Managing  Pharmacy  Practice 


for  nonpublicly  held  companies).  Companies  are  increasingly  moving 
employees’  direct  pay  into  the  at-risk  categories  of  variable  and  incentive 
pay  options. 

Market  pricing  and  internal  value  determinations 

One  of  the  most  prevalent  compensation  strategies  is  to  establish  a  target 
salary  that  is  tied  to  compensation  for  similar  positions  in  the  appropriate 
competitive  marketplace.  Market  pricing  is  a  formal  process  for  determin¬ 
ing  the  external  value  of  a  position  compared  to  an  organization’s  com¬ 
petitive  market.  This  is  a  job-based  method  of  defining  compensation  struc¬ 
ture. 

However,  a  particular  position  might  carry  more  internal  value  in  your 
organization  than  it  does  in  the  external  marketplace.  Then  you  must  define 
an  appropriate  person-based  compensation  level.  Therefore,  typically  some 
level  of  internal  alignment  is  used  in  conjunction  with  external  data  to 
benchmark  a  position.  Benchmark  positions  are  those  positions  that  are 
easily  identified  in  competitive  market  salary  surveys  and  are  consistently 
defined  by  a  variety  of  organizations,  which  means  that  most  organizations 
can  agree  on  the  job’s  scope  of  responsibility  and  organizational  importance. 

As  a  part  of  an  organization’s  recruitment  and  retention  plan,  a  strategic 
plan  must  be  developed  to  determine  which  organizations  compose  the 
competitive  market  and  to  determine  how  your  salaries  will  match  against 
that  marketplace.  Do  you  want  your  pay  scales  to  target  the  average  in  the 
marketplace,  or  to  be  above  average  or  below  average?  Are  you  comparing 
to  national  salary  data  or  regional  salary  data?  How  an  organization  answers 
these  questions  significantly  impacts  the  overall  compensation  strategy. 
Defining  the  labor  market  will  include  the  industry,  geographic  consider¬ 
ations,  and  job  functions. 

The  Fair  Labor  Standards  Act 

The  most  important  piece  of  federal  legislation  affecting  compensation  is  the 
Fair  Labor  Standards  Act  (FLSA),  which  was  adopted  in  1938  as  a  means  of 
economic  recovery  from  the  Great  Depression.  The  purposes  of  the  FLSA 
were  to  create  minimum  wage  standards,  promote  fair  competition  in  inter¬ 
state  commerce,  generate  job  growth  and  reduce  unemployment,  and  curtail 
child  labor. 

The  major  provisions  of  the  FLSA  are: 

•  Coverage 

•  Minimum  wage 

•  Exemptions  (minimum  wage  and  overtime  provisions) 

•  Overtime  and  hours  of  work 

•  Child  labor  restrictions 

•  Recordkeeping  requirements 
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The  FLSA,  also  sometimes  referred  to  as  the  Wage  and  Hour  Law,  is 
enforced  by  the  U.S.  DOL.  Its  primary  objective  is  to  eliminate  detrimental 
working  conditions  and  to  establish  protections  for  employees  regarding 
minimum  wage,  child  labor,  and  overtime  provisions.  In  addition,  the 
regulations  identify  and  exclude  certain  workers  (exempt)  from  FLSA  cov¬ 
erage. 

In  some  states,  there  are  both  federal  and  state  exemptions  and  require¬ 
ments.  Compliance  with  both  federal  and  state  requirements  is  mandatory. 
Where  federal  and  state  regulations  vary,  the  regulations  imposing  the  higher 
standard  generally  apply. 

The  FLSA  also  provides  that  employees  carmot  waive  their  FLSA  rights; 
nor  can  employers  retaliate  against  employees  who  invoke  their  FLSA  rights. 
Subsequent  regulations  further  define  complicated  issues  such  as: 

•  Defining  the  employment  relations  —  When  is  a  consultant  actually 
an  employee? 

•  Hours  of  work  —  What  is  included  in  time  worked  for  purposes  of 
calculating  overtime? 

•  Exemptions  —  Who  is  exempt  from  the  overtime  provisions  of  the 
FLSA? 

However,  the  FLSA  does  not  require  that  you  pay  for  time  not  worked. 
This  includes  vacations,  holidays,  severance,  sick  time,  meal  periods  of  30 
consecutive  minutes  or  more  (duty  free),  and  rest  or  break  periods  greater 
than  20  consecutive  minutes.  Also,  the  FLSA  does  not  require  premium  pay 
for  weekend  or  holiday  work,  or  pay  raises  or  fringe  benefits. 

Since  the  adoption  of  the  FLSA  in  1938,  there  have  been  few  modifi¬ 
cations  to  the  original  act  and  regulations.  Other  pieces  of  federal  legisla¬ 
tion  have  been  passed  to  safeguard  against  discrimination  in  employment 
and  pay  practices,  such  as  the  Equal  Pay  Act  of  1963  (amended  in  1972), 
the  Civil  Rights  Acts  of  1964  and  1991,  and  the  Americans  with  Disabilities 
Act. 

In  the  present  environment,  many  organizations  are  faced  with  devel¬ 
oping  compensation  practices  for  both  individual  performance  and  team 
performance.  Designing  a  program  that  establishes  performance  goals  that 
are  aligned  with  organizational  goals,  and  then  rewarding  employees  and 
teams  for  attaining  those  performance  targets,  ensures  that  individuals, 
teams,  and  departments  are  in  sync. 

What  does  it  mean  for  a  position  to  be  exempt  or  nonexempt? 
Employees  holding  nonexempt  positions  are  those  who  must  be  paid  in 
accordance  with  the  overtime  provisions  of  the  ELSA.  Exempt  positions,  on 
the  other  hand,  are  excluded  (exempted)  from  coverage  and  do  not  need  to 
be  paid  overtime. 
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How  does  an  employer  decide  whether  a  position’s  duties  and 

responsibilities  are  exempt  according  to  FLSA  regulations? 
There  are  three  t5^es  of  exemptions  under  the  FLSA:  executive,  administra¬ 
tive,  and  professional.  The  exempt  test  criteria  differ  by  t5^e  and  are  detailed 
in  the  DOL  regulations  29CFR  Part  541. 

FLSA  regulations  provide  guidelines  and  examples  to  assist  the 
employer  in  making  exempt  and  nonexempt  determinations.  Essentially,  the 
law  guides  the  employer  in  evaluating  two  key  criteria: 

•  The  importance  of  the  work  as  defined  by  the  law’s  guidelines 

•  Within  the  context  of  its  importance,  the  extent  and  magnitude  of 
the  position’s  independent  discretion 

It  is  important  that  the  employees  assigned  to  exempt  positions  perform 
work  that  meets  the  standards  of  exemption.  The  law’s  objective  is  to  protect 
the  employee;  therefore,  the  FLSA  assumes  that  all  positions  are  nonexempt 
and  subject  to  the  law.  It  is  the  employer’s  responsibility  to  prove  that  a  job 
is  exempt.  Table  6.5  gives  examples  of  differences  between  exempt  and 
nonexempt  employees. 

To  be  exempt,  work  must  be  of  substantial  importance  to  the  manage¬ 
ment  or  operations  of  a  business.  For  example,  a  position  whose  primary 
function  is  to  participate  in  the  development  of  business  operations  or  man¬ 
agement  policies  would  typically  be  exempt.  In  contrast,  a  position  whose 
main  responsibility  is  to  ensure  that  management  policies  are  being  followed 
will  not  be  considered  exempt. 

Exempt  employees  make  analyses  and  draw  conclusions  that  are  impor¬ 
tant  to  the  determination  of  management  policies  or  general  business  oper¬ 
ations.  Importance  can  be  measured  by  the  degree  and  impact  of  advising, 
plarming,  and  negotiating.  Eurther,  how  the  employee  represents  the  com¬ 
pany  in  terms  of  purchasing,  marketing,  or  business  development  decisions 
is  key  to  determining  the  level  of  importance. 

Types  of  positions  that  typically  perform  this  kind  of  work  are  advisory 
specialists  to  management  auditors,  managers,  and  supervisors;  profession¬ 
als  such  as  pharmacists,  lawyers,  doctors,  engineers,  and  teachers;  or 
employees  who  work  on  special  assignments  or  in  public-relations-type 
positions  (e.g.,  development  officers). 

Independent  discretion  means  comparing  and  evaluating  possible 
courses  of  conduct  and  recommending  or  making  a  decision  after  various 
possibilities  have  been  considered.  These  recommendations  need  to  have 
strong  influence  and  are  usually  adopted  with  minimal  review  from  higher 
levels  of  authority. 

Independent  discretion  must  be  free  from  immediate  direction  or  super¬ 
vision  and  involve  matters  of  significance.  It  must  be  different  from  the  use 
of  skill  or  knowledge  in  applying  techniques  or  procedures  according  to 
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Table  6.5  Differences  between  Exempt  and  Nonexempt  Work 


Activity 

Nonexempt 

Exempt 

Research 

Collects  and  compiles 
information.  Reviews  for 
completeness.  Identifies  missing 
documentation.  Processes 
documents  against  an 
established  standard  by 
following  prescribed  audit  lists. 

Identifies  root  cause  or 
problem.  Investigates 
applicable  laws,  policies,  and 
procedures.  Ascertains  intent 
of  transactions/issues.  Creates 
historic  record  of  events  and 
repercussions. 

Example 

Payroll  coordinator 

Payroll  supervisor 

Analysis 

Identifies  problem  or  issue  and 
selects  or  determines  appropriate 
action  within  prescribed 
guidelines.  Analyses  are  based 
on  reviewing  the  documentation 
against  established  standards. 

Compares  and  evaluates 
possible  courses  of  conduct; 
acts  after  considering  various 
possibilities.  Considers  the 
cause  and  effect  of  historic 
activities  and  the  impact  and 
potential  repercussions  of 
possible  actions. 

Example 

Secretary 

Director  of  a  department 

Decision 

making 

Applies  skills  and  knowledge  in 
following  prescribed  procedures 
and  determines  whether 
specified  standards  are  being 
met.  Uses  knowledge  in 
determining  which  procedures  to 
follow. 

Has  the  power  to  make  an 
independent  choice  free  from 
immediate  supervision.  The 
decisions  may  be  in  the  form 
of  a  recommendation  usually 
followed  with  minimal,  if  any, 
review  from  higher  levels  of 
authority. 

Example 

Pharmacy  technician 

Pharmacist 

Judgment 

Determines  if  documentation 
meets  standards. 

Determines  how  best  to  resolve 
the  situation. 

Example 

Accounts  payable  coordinator 

Senior  accountant 

Independent 

discretion 

Discretion  applies  to  the 
production  processes  as  opposed 
to  the  organization’s  policies  or 
operations.  Consequences  may 
lead  to  loss  through  the  choice  of 
wrong  techniques,  improper 
application  of  skills,  neglect,  or 
failure  to  follow  instructions. 

Makes  decisions  of 
consequence  and  of  real  and 
substantial  significance 
regarding  the  policies  or 
general  operations  of  the 
organization.  Is  able  to  deviate 
from  standard  policies  and 
procedures. 

Example 

Carpenter 

Facilities  manager 
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specific  standards.  Further,  independent  discretion  must  not  deal  with  mat¬ 
ters  of  little  consequence  to  the  overall  business  operation. 

According  to  the  DOL,  decisions  in  significant  matters  refers  “to  the  kind 
of  decisions  normally  made  by  persons  who  formulate  or  participate  in  the 
formulation  of  policy,  or  who  exercise  authority  within  a  wide  range  to 
commit  their  employer  in  substantial  respects  financially  or  otherwise.”  An 
exempt  employee  must  exercise  this  kind  of  discretion  and  independent 
judgment  customarily  and  regularly  (daily). 

What  are  the  consequences  if  the  FLSA  is  violated? 

The  FLSA  can  be  enforced  by  private  employee  lawsuits  or  by  actions  taken 
by  the  U.S.  DOL.  Other  agencies,  such  as  the  Internal  Revenue  Service  and 
state  employment  agencies,  can  also  investigate.  Just  one  employee’s  com¬ 
plaint  to  an  agency  has  the  potential  of  initiating  a  federal  audit  of  the  jobs 
of  the  entire  company. 

The  DOL  also  has  the  right  to  seek  an  injunction,  which  means  that  the 
secretary  of  labor  files  a  restraint  prohibiting  future  violations  of  FLSA  laws. 
Damages  may  include  back  pay  (statute  of  limitations  is  2  years  for  unin¬ 
tentional  violations  and  3  years  for  willful  violations),  penalties,  attorney 
fees,  and  court  costs.  In  a  lawsuit,  as  opposed  to  an  administrative  audit  by 
the  DOL,  employees  generally  collect  back  pay  and  liquidated  damages  in 
the  amount  of  back  pay  (double  damages). 
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Appendix  A 

Candidate  Evaluation  Grid 

Rank  each  candidate  on  a  scale  of  0  to  5, 

Let  0  represent  either  (a)  evidence  that  the  skill  or  requirement  is  not  present 
or  (b)  no  evidence  that  it  is; 

Let  5  represent  the  highest  level  of  demonstrated  competence  that  you  could 
hope  for. 

Look  for  direct  evidence  in  the  resume  and  other  materials  and  in  your 
interviews  (do  not  infer  skill  or  experience  without  evidence  to  support  your 
inference). 

Candidate  name: _ 

Position  title: _ Date: _ 


Education  ,  Experience,  Responsibilities,  and  Skills 

Rank:  0  to  5 

Point  Totals 
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Preemployment  Reference  Check  Form 
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Comments  on  professional  interactive  skills  that  will  be  relevant  to  job: 


Any  Documented  Concerns  About 

Yes’ 

No 

Attendance,  punctuality  or  reliability,  other  than  for  legitimate 
medical  or  family  leave  reasons? 

Integrity  or  effectiveness  in  handling  the  organization’s  resources 
for  which  they  were  responsible? 

Integrity  or  effectiveness  in  the  professional  interactions  for  which 
they  were  responsible? 

The  ability  to  accept  responsibility  or  maintain  productivity  on  the 
assignments  for  which  they  were  responsible? 

The  ability  to  exhibit  maturity,  composure,  or  professional  conduct 
under  typical  job  stresses  or  challenges? 

The  ability  to  adapt  successfully  to  new  or  changing  work 
situations,  people,  ideas,  or  structures? 

’If  yes  to  any,  note  referee’s  comments  or  concerns: 

Other  comments  about  whether  you  would  recommend  this  person  for  this  job? 


Reference  check  by: 


Date: 
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Appendix  C 

Credential  Check  Form 

Candidate  name: _ 

Name  on  credential,  if  different: 


Degree  /  certificate  /  license: 


School/  institute: 


Address: 


Year: 


Telephone  number: 

Contact  name: 

Verification: 

□  Yes  □  No 


Completed  by: 


Date: 
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Ask  managers  about  the  most  difficult  and  nightmare-provoking  portion  of 
fheir  jobs  and  you  will  likely  hear  abouf  coaching,  performance  evaluafion, 
and  discipline.  Mosf  U.S.  workers,  bofh  mangers  and  fhose  managed,  have 
little  knowledge  or  capacify  concerning  coaching,  view  performance  evalu¬ 
ations  as  a  once-a-year  required  evil,  and  consider  discipline  as  fhe  only 
solution  fo  make  people  do  whaf  we  wanf  fhem  fo  do. 

However,  when  done  righf,  coaching  should  be  an  ongoing  everyday 
parf  of  our  work  lives,  evaluafions  should  be  summaries  of  fhese  coaching 
sessions,  and  discipline  fhe  lasf  opfion  when  all  else  has  failed.  In  fhis 
chapfer,  we  look  af  fhese  fhree  componenfs  of  supervising  and  managing. 

All  managers  learn  fhe  inevifabilify  fhaf  some  employees  perform  above 
expecfafions,  some  af  an  average  level,  and  some  af  subsfandard  levels.  The 
firsf  sfep  in  any  evaluative  process  musf  be  an  assessmenf  of  an  employee’s 
currenf  performance,  sfrengfhs,  and  weaknesses.  Once  fhis  is  accomplished, 
fhe  manager  can  defermine  whefher  fhe  appropriafe  relationship  formal  is 
mentoring,  coaching,  or  counseling.  If  can  be  as  difficulf  fo  esfablish  when 
fo  menfor,  coach,  or  counsel  as  fo  know  how  fo  mentor,  coach,  or  counsel. 

Based  on  fhe  oufcome  of  your  assessmenf,  if  fhe  employee  is  achieving 
above-sfandard  performance,  you  should  acquire  fhe  role  of  a  menfor;  aver¬ 
age  or  sfandard  performance  requires  coaching;  and  subsfandard  perfor¬ 
mance  needs  your  involvemenf  as  a  counselor.  However,  each  of  fhese  fech- 
niques  may  be  required  for  any  employee  af  some  time  in  his  or  her  career. 
Even  fhe  besf  employee  will  have  momenfs  when  counseling  is  warranted. 


Mentoring  relationship 

There  are  many  similarifies  befween  fhe  menfor  and  coach  relafionships; 
fypically,  menfors  explore  vision,  mission,  and  idenfify  whereas  coaches 
focus  on  fransacfional  responsibilities.  Lef  us  explore  more  closely  whaf 
mentoring  means,  and  how  if  differs  from  coaching.  Menforing  deals  wifh 
fhe  broader  issues  of  organizafional,  career,  or  personal  fransifions.  If  is 
possibilify-cenfered,  focused  on  opfions  and  explorafion.  Coaching  deals 
wifh  raising  fhe  performance  bar  fo  help  employees  excel.  If  is  fask-cenfered, 
linking  improved  individual  effectiveness  fo  organizafional  performance. 

The  menforing  relationship,  by  definifion,  includes  fwo  people:  fhe  men¬ 
for  and  fhe  profege.  Menforing  is  f5q)ically  saved  for  an  organizafion’s  fop 
falenf.  Buf  before  a  menfor  program  can  be  esfablished,  fhe  organization 
musf  firsf  define  whaf  fop  falenf  means.  This  will  enable  you  fo  define  who 
should  be  fhe  profege.  Buf  if  is  equally  imporfanf  fo  selecf  fhe  righf  menfor, 
who  musf  be  someone  who  nof  only  has  proven  success  af  fhe  organizafion, 
buf  also  exemplifies  fhe  qualifies  of  a  leader  af  your  organizafion.  These  are 
fhe  qualifies  fhaf  are  mosf  highly  regarded  by  your  organizafion,  and  fhe 
ones  fhaf  you  wish  fo  have  passed  on  fo  fhe  nexf  generafion  of  leadership. 
You  wanf  someone  who  lives  fhe  values,  affifudes,  and  sfyles  held  in  highesf 
regard,  and  who  also  achieves  fop  resulfs. 
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Linda  Kyle  Stromei  (2001),  defines  the  terms  mentor,  mentoring,  and  pro¬ 
tege  as  follows: 

•  Mentor.  Aperson  at  a  higher  level  of  responsibility  in  the  organization 
who  agrees  to  act  as  a  wise  or  trusted  counselor,  leader,  and  role 
model  to  a  person  seeking  to  grow  and  develop  professionally 

•  Mentoring.  A  complex,  interactive  process  in  which  two  individuals  of 
differing  levels  of  experience  and  expertise  are  paired  for  the  agreed 
upon  goal  of  having  the  lesser-skilled  person  grow  and  develop  spe¬ 
cific  competencies.  The  process  incorporates  interpersonal  or  psycho¬ 
social  development,  career  or  educational  development,  or  both,  and 
socialization  fimctions  into  the  relationship.  This  one-to-one  relation¬ 
ship  is  developmental  and  proceeds  through  stages. 

•  Protege.  The  beneficiary  of  the  mentoring  relationship,  learning  from 
the  experience,  wisdom,  and  counsel  of  the  mentor. 

Further,  Stromei  indicates: 

Mentorship  serves  two  functions:  career-related  and  psychosocial.  Ca¬ 
reer-related  functions  include  providing  sponsorship,  exposure,  visibil¬ 
ity,  coaching,  protection,  and  challenging  assignments,  which  directly 
relate  to  the  protege" s  career  development.  These  functions  assist  the 
protege  in  learning  the  ropes  of  organizational  life  and  prepare  him  or 
her  for  advancement  opportunities  in  the  organization.  Psychosocial 
functions  include  providing  role  modeling,  acceptance,  confirmation, 
counseling,  and  friendship,  all  activities  that  influence  the  protegCs 
self-image  and  competence. 

Coaching  relationship 

Coaching  is  typically  used  to  describe  an  ongoing  evaluation  and  feedback 
process.  It  answers  employee  questions  such  as,  “How  am  I  doing?”  and 
“Where  do  I  go  from  here?”  It  is  the  day-to-day  effort  to  review  work,  answer 
questions,  discuss  progress  (or  lack  of)  toward  meeting  standards,  develop 
skills,  and  perhaps,  most  importantly,  provide  positive  guidance. 

The  supervisor  is  not  the  only  person  who  can  coach  an  employee. 
Coworkers,  other  supervisors,  and  even  customers  can  often  be  in  a  good 
position  to  compare  the  employee’s  performance  to  establish  standards  and 
then  give  helpful  feedback.  Such  coaching  opportunities  can  be  part  of  a 
planned  coaching  or  customer  feedback  process  or  can  occur  spontaneously 
as  a  result  of  the  employee  asking  these  people  for  input. 

Employees  can  also  be  their  own  coaches  by  obtaining  feedback  from 
other  sources.  Reviewing  their  own  work  products,  data  from  reports,  or 
even  videotapes  (when  appropriate  and  if  available)  can  provide  employees 
with  opportunities  for  self-evaluation  and  improvement. 
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Coaching  through  informal  evaluation  and  feedback 

The  most  effective  way  to  track  and  refer  fo  all  fhis  information  is  fo  sef  up 
a  memory  file.  This  can  be  as  simple  as  a  file  folder.  If  can  include  nofes  on 
exceptional  (positive  or  negafive)  performance  or  behavior  by  an  employee. 
If  can  also  include  copies  of  documenfs  such  as  leffers  of  appreciafion  or 
warning.  By  keeping  a  memory  file  on  each  employee,  a  supervisor  can  hack 
an  employee’s  performance  progress  as  well  as  whaf  coaching  has  been 
provided.  Depending  on  how  accessible  and  complefe  fhe  files  are,  employ¬ 
ees  may  wanf  fo  sef  up  fheir  own  memory  files  fo  ensure  fhaf  all  key  aspecfs 
of  fheir  performance  are  recorded. 

Counseling 

Counseling  is  fhe  end  sfage  of  a  process,  meanf  for  fhose  employees  who 
are  nof  performing  up  fo  organizafional  sfandards.  As  will  be  discussed 
lafer  in  fhe  chapfer,  if  is  imporfanf  for  you  as  a  manager  fo  fry  and  under- 
sfand  why  an  employee  is  underperforming.  Mighf  if  simply  be  fhaf  you 
have  nof  accurafely  defined  fhe  performance  sfandards  —  fhe  “whaf  is 
expecfed  of  you’’  discussion?  Does  fhe  employee  have  fhe  capabilify  fo 
perform,  buf  nof  know  how  fo  complefe  fhe  fasks?  As  a  supervisor,  you 
musf  ask  yourself  fhese  and  many  more  quesfions  before  beginning  a 
counseling  process. 

Counseling  in  stages 

Typically,  organizations  have  a  discipline,  or  counseling,  process.  Mosf  of  fen, 
fhese  procedures  are  in  sfages:  from  oral  warnings  fo  wriffen  warnings,  final 
warnings,  and  dismissal.  If  managed  correcfly,  problem  employees  will  acfu- 
ally  succeed  in  ferminafing  fhemselves.  Accurafe  and  objective  documenfa- 
fion  of  performance  and  discipline  are  essenfial  componenfs  fo  profecf  bofh 
you,  as  fhe  supervisor,  and  your  organizafion  from  cosfly  lifigafion. 

Performance  management 

Employees  are  mosf  likely  fo  be  successful  performers  when  fhey  clearly 
undersfand  fheir  assignmenfs,  know  fhe  level  of  performance  considered 
accepfable,  and  receive  consisfenf  feedback.  Evaluation  of  an  employee’s 
performance  is  nof  merely  a  yearly  acfivify  done  by  a  supervisor  to  an 
employee.  If  is  an  ongoing  process  fhaf  should  involve  information  from 
coworkers,  cusfomers,  fhe  supervisor,  and  even  fhe  employee.  Employees 
are  as  responsible  for  fheir  successful  performance  and  evaluation  as  is  fhe 
supervisor. 

A  formal  appraisal  is  an  imporfanf  opporfunify  fo  summarize  fhe  infor¬ 
mal  evaluations  of  employee  performance  over  a  long  period  of  time.  Mosf 
organizafions  have  a  policy  defining  fimeframes  for  conducfing  formal  per¬ 
formance  appraisals,  fypically  once  every  year. 
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Table  7.1  Objectives  of  the  Performance  Management  System 


Objective  Average  Rank 


Provide  information  to  employees  about  their  performance  2.8 

Clarify  organizational  expectations  of  employees  2.8 

Identify  developmental  needs  3.7 

Gather  information  for  pay  decisions  4.0 

Gather  information  for  coaching  4.2 

Document  performance  for  employee  records  4.6 

Gather  information  for  promotion  decisions  5.2 


Scale:  1  =  most  important;  7  =  least  important. 

But  what  are  the  real  reasons  that  organizations  conduct  annual  perfor¬ 
mance  evaluations?  In  a  survey  sponsored  jointly  by  the  Society  for  Human 
Resource  Managemenf  (SHRM)  and  Persormel  Decisions  Infernafional  (PDI) 
in  2000,  fhe  number  one  answer  by  survey  parficipanfs  was  fo  provide 
informafion  fo  employees  abouf  fheir  performance  and  fo  clarify  organiza- 
fional  expecfafions  of  employees  (Table  7.1).  Af  fhe  boffom  of  fhe  lisf  were 
documenfing  performance  for  employee  records  and  gafhering  informafion 
for  promotion  decisions. 

Linking  performance  management  to  business  plans  and  goals 

In  fhe  pasf,  organizations  assessed  individual  performance  based  on  com¬ 
pletion  of  a  fask.  More  recenfly  supervisors  are  being  asked  fo  fie  deparf- 
menfal  goals  and  objecfives  fo  broader  organizational  goals  and  objecfives. 
In  furn,  supervisors  are  requiring  fhaf  individuals  in  fheir  unif  also  have 
performance  goals  and  objecfives  fhaf  facilifafe  meeting  fhese  broader  busi¬ 
ness  needs.  Figure  7.1  depicfs  earlier  performance  models. 

The  new  model  (Figure  7.2)  begins  by  assessing  business  plans  and  goals 
and  franslafing  fhem  fo  fhe  deparfmenf  plans  and  goals,  and  fhen  fo  fhe 
individual  employee’s  plans  and  goals. 


Performance 

Planning 


Identifying  Areas 
for  Improvement 


Ongoing 

Coaching 

and 

Feedback 


Appraisal  of 
Accomplishments 


Figure  7.1  The  traditional  performance  management  system.  (From  SHRM/PDI 2000 
Performance  Management  Survey.) 
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Strategic 
Business  Goals 


Business 

Plans 


Performance 


Identifying  Areas 
for  Improvement 


Ongoing  Coaching 
and  Feedback 


Appraisal  of 
Accomplishments 


Figure  7.2  The  new  performance  management  system.  (From  SHRM/PDI  2000  Per¬ 
formance  Management  Survey.) 


Equating  performance  appraisals  with  training  and  development  plans 

According  to  the  SHRM/PDI  survey,  organizations  unanimously  indicate 
that  the  primary  roles  of  a  performance  managemenf  sysfem  are 
employee-orienfed  —  providing  information  abouf  attaining  performance 
sfandards,  clarifying  organizafional  expecfafions,  and  identifying  develop- 
menfal  needs.  However,  fhe  survey  also  showed  fhaf  few  organizations 
franslafe  fhe  performance  appraisal  info  developmenf  and  career  planning 
for  fheir  employees.  In  facf,  only  8%  of  survey  parficipanfs  provided  career 
plarming  for  fheir  executives,  and  only  3%  for  fheir  exempf  and  nonexempf 
sfaff.  Liffle  wonder  fhen  fhaf  employees  generally  regard  performance 
appraisal  simply  as  a  way  fo  documenf  performance. 


Supervisor  and  employee  rights 

When  fhinking  abouf  a  performance  evaluation  process,  if  is  imporfanf  fo 
be  clear  abouf  your  righfs  as  a  supervisor  and  your  employees’  righfs. 
Following  fhese  simple  guidelines  will  help  you  if  you  lafer  become 
embroiled  in  a  legal  quagmire: 

Supervisors.  They  have  fhe  righf  of  final  approval  on  which  levels 
of  performance  will  be  considered  successful  and  fo  hold  employees 
accounfable  for  meefing  fhese  sfandards.  Supervisors  also  have  a  righf 
fo  evaluafe  employees  formally  on  a  periodic  basis  and  provide  infor¬ 
mal  feedback  on  a  frequenf  basis  in  order  fo  achieve  fhe  level  of  per- 
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formance  required  to  manage  a  successful  program,  service,  or 
department. 

Employees.  They  have  a  right  to  be  informed  of  performance  expec¬ 
tations  and  to  be  evaluated  as  objectively  as  possible.  Employees  also 
have  a  right  to  periodic  performance  feedback  and  to  at  least  one  formal 
evaluation  each  year. 

Assignments  and  job  descriptions 

The  first  step  to  successful  performance  is  to  ensure  that  employees  are  clear 
about  what  they  have  been  assigned.  What  are  the  employees’  roles  within 
the  organization?  What  are  their  duties  and  responsibilities? 

Each  position  in  a  department  has  its  own  unique  set  of  duties  and 
responsibilities.  Eor  example,  not  all  clerical  staff  perform  exactly  the  same 
combination  of  tasks,  though  much  of  what  they  do  is  similar.  An  exact 
description  of  the  duties  and  responsibilities  an  employee  needs  to  perform 
can  be  provided  by  writing  (or  updating)  a  job  description.  The  description 
should  be  specific  to  the  positions  in  a  particular  department  or  unit.  It 
should  include  the  phrase  “and  other  duties  as  assigned”  to  cover  unex¬ 
pected  or  occasional  tasks  and  should  be  updated  as  often  as  is  needed  to 
keep  it  current. 

A  good  job  design  is  the  basis  of  an  employee’s  entire  employment 
relationship.  The  job  design  is  then  articulated  in  the  job  description.  A  good 
job  description  is  outcomes-oriented,  not  just  a  description  of  tasks  to  be 
completed.  Therefore,  it  should  include: 

•  Values  to  be  upheld 

•  Technical  knowledge  and  skills  needed 

•  Performance  levels  expected 

•  Interactive  skills  required 

So,  for  example,  a  better  way  to  describe  a  secretarial  position  task  such  as 
“answers  department  telephone”  is  to  include  the  outcome  orientation, 
“answers  telephones  promptly,  with  warmth  and  courtesy,  responds  appro¬ 
priately  to  callers,  and  routes  calls  or  takes  messages  accurately  and  com¬ 
pletely  to  ensure  effective  department  operations.”  This  t5q)e  of  description 
ensures  that  the  employee  understands  both  the  task  and  the  expected  per¬ 
formance  level,  the  values  to  be  upheld,  and  the  interactive  skills  required. 
This  groundwork  provides  a  direct  link  between  what  a  job  is  and  how  it  is 
done,  linking  job  and  performance.  It  makes  clear  that  simply  answering  the 
department  telephone  is  not  good  enough. 

A  well-designed  and  articulated  job  description  is  imperative  to  man¬ 
aging  performance  and  helping  employees  reach  positive  performance  out¬ 
comes.  Your  expectations  must  be  set  and  articulated  before  problems  arise. 
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It  is  difficult  to  chastise  an  employee  for  crossing  fhe  line  if  you  have  never 
defined  where  fhe  line  is. 

What  success  looks  like  —  establish  goals 

Clarifying  dufies  and  responsibilifies  provides  a  framework  for  fhe  crucial 
acfivify  of  seffing  performance  sfandards.  Bofh  fhe  supervisor  and  fhe 
employee  need  a  way  of  defermining  how  well  fhe  employee  is  doing.  If 
is  imporfanf  for  fhe  sfandards  fo  be  negofiafed  and  sef  before  fhe  employee 
sfarfs  performing  work  fhaf  will  be  evaluafed,  whefher  fhe  employee  is 
new  fo  fhe  organizafion  or  new  fo  fhe  posifion  as  a  resulf  of  fransfer  or 
promofion.  If  is  also  imporfanf  fo  updafe  fhe  sfandards  as  fhe  work  sifu- 
afion  changes. 

Negofiafion  is  imporfanf  because  many  facfors  (e.g.,  sfaffing  levels, 
workloads,  or  sfressful  work  condifions)  can  affecf  fhe  fairness  of  an  expec- 
fafion.  The  more  fhe  employee  is  involved  in  seffing  or  updafing  sfandards 
and  agrees  fhey  are  clear  and  reasonable,  fhe  greafer  fhe  chances  for  successful 
performance. 

A  goal  refers  fo  resulfs  fhaf  musf  be  achieved,  fo  ongoing  performance 
criferia  fhaf  musf  be  mef  consisfenfly,  or  fo  resulfs  fhaf  musf  be  achieved  for 
fhe  employee  fo  achieve  successful  performance.  Goals  refer  fo  such  fhings 
as  fhe  delivery  of  services  af  a  specified  level  of  qualify,  affendance  level, 
accuracy  rafes,  response  fimes,  producfion  rafes,  safefy  fhresholds,  formal 
requiremenfs,  and  behavioral  expecfafions.  To  wrife  an  effecfive  goal  for 
successful  performance,  if  should  be  as  specific,  measurable,  attainable,  real¬ 
istic,  and  fime-measured  as  possible  (SMART). 

Goals  may  be  sef  for  each  duly  or  projecf  assigned.  They  may  be  sef  for 
acfivifies  or  behaviors  fhaf  apply  fo  many  assignmenfs  or  projecfs  (e.g., 
compufer  work  or  cooperation).  If  is  imporfanf  fhaf  everyone  who  will  be 
involved  in  evaluating  an  employee’s  performance  is  clear  abouf  which 
aspecfs  of  fhe  employee’s  performance  will  be  evaluafed  and  whaf  successful 
performance  will  look  like.  You  should  be  able  fo  mafch  oufcome-based 
criferia  in  fhe  job  descripfion,  projecf  assignmenf,  or  bofh,  direcfly  fo  fhe 
evaluafion  criferia  in  fhe  performance  evaluation  insfrumenf. 

Performance  management  cycle 

The  performance  managemenf  cycle  (Figure  7.3)  is  nof  a  yearly  procedure. 
If  should  be  an  ongoing  circular  cycle  fhaf  continues  fhroughouf  fhe  year 
and  includes  plarming  performance  and  seffing  goals,  implemenfing  fhe 
performance  plan,  reviewing  progress  and  coaching  (fhroughouf  fhe  year), 
and  conducfing  armual  performance  reviews. 

This  is  a  feam  process,  which  needs  fo  include  bofh  fhe  employee  and 
fhe  supervisor.  In  some  organizations,  fhis  process  may  also  include  peers 
and  subordinafes  and  is  called  a  360°  review  process. 
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Figure  7.3  Performance  management  cycle. 

Both  the  supervisor  and  the  employee  need  to  prepare  for  a  performance 
review.  The  employee  should  prepare  for  fhe  review  process  by: 

•  Reviewing  fhe  job  descripfion,  responsibilifies,  and  skills 

•  Assessing  personal  performance  and  idenfifying  areas  for  improve- 
menf 

•  Preparing  specific  and  measurable  goals 

•  Reviewing  compefencies  for  currenf  and  desirable  jobs  and  fargefing 
some  for  developing 

The  supervisor  should  prepare  for  fhe  annual  review  by: 

•  Reviewing  and  updafing  fhe  job  descripfion,  responsibilifies,  and 
skills 

•  Assessing  employee  performance  and  idenfifying  areas  for  improve- 
menf 

•  Preparing  specific  and  measurable  goals 

•  Considering  advancemenf  or  enrichmenf  opporfunifies 

•  Scheduling  uninferrupfed  meefing  fime  and  giving  fhe  employee 
advanced  notice 

A  memory  file  for  each  employee,  referred  fo  earlier  in  fhe  chapfer, 
becomes  a  crifical  parf  of  your  assessmenf  of  a  subordinafe’s  performance. 
Never  rely  on  your  memory.  You  are  likely  fo  remember  only  fhe  mosf  recenf 
evenfs  or  some  serious  infracfion.  However,  if  is  likely  fhaf  neifher  of  fhese 
represenfs  fhe  full  body  of  your  sfaff  member’s  performance. 

The  performance  appraisal  meeting 

The  acfual  performance  appraisal  meefing  can  be  one  of  fhe  mosf  sfressful 
fimes  bofh  for  you  as  a  supervisor  and  your  sfaff.  Mosf  of  us  have  grown 
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up  learning  the  “golden  rule”  —  do  unto  others  as  you  would  like  done  to 
you.  However,  you  may  want  to  employ  the  “platinum  rule”  —  do  unto 
others  as  they  would  like.  This  requires  a  clear  understanding  of  your  staff 
members’  personalifies,  likes,  and  dislikes.  Whaf  f5q)es  of  work  or  projecfs 
excife  fhem?  Each  individual  is  differenf.  Some  employees  are  quief  and 
ofhers  social,  some  defail-orienfed  and  ofhers  visionary.  Undersfanding  fhese 
differences  will  help  you  assign  work  and  assess  expecfafions  fo  gef  fhe  besf 
from  everyone. 

When  if  is  time  for  fhe  appraisal  meeting,  if  is  imporfanf  fo: 

•  Arrange  a  meefing  place  free  of  inferrupfions,  disfracfions,  and  phone 
calls. 

•  Ask  for  fhe  employee’s  self-evaluafion  and  review  your  evaluafion 
of  fhe  employee. 

•  Joinfly  offer  or  suggesf  whaf  would  help  or  mainfain  performance. 

•  Agree  on  a  developmenfal  plan  for  fhe  coming  year. 

•  Gef  fhe  employee’s  commifmenf  fo  improve  performance  and  sched¬ 
ule  fhe  firsf  performance  progress  review  meefing. 

Performance  progress  reviews 

The  performance  appraisal  process  does  nof  end  here.  If  is  imporfanf  fhaf 
you  follow  up  wifh  regular,  periodic  performance  progress  review  meefings. 
You  should  meef  periodically  wifh  each  employee  fo  review  and  updafe 
goals,  provide  ongoing  coaching  and  suggesfions,  help  fhe  employee 
develop  relationships  necessary  fo  meef  goals,  run  inferference  when  neces¬ 
sary,  and  provide  encouragemenf  and  reinforcemenf. 

These  meefings  may  be  brief,  depending  on  fhe  employee’s  perfor¬ 
mance,  buf  are  crucial  fo  confinued  success.  They  will  also  provide  fhe 
employee  wifh  an  opporfunify  fo  ask  quesfions  and  clarify  ongoing  goals 
and  completion  timeframes. 

A  good  supervisor  exhibifs  fhese  six  skills: 

•  Sefs  goals  and  objectives 

•  Regularly  communicafes  wifh  subordinafes 

•  Esfablishes  values,  accounfabilify  and  professionalism 

•  Sefs  expecfafions 

•  Evaluafes  performance 

•  Counsels  for  improvemenf 

General  tips  and  ideas 

•  Customize.  Use  fhe  employee’s  firsf  name  and  add  your  own  personal 
fouches  where  possible. 
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•  Know  your  employees  and  reward  them  as  individuals.  For  example,  if 
the  employee  appreciates  written  praise  and  likes  to  go  fishing,  give 
the  employee  a  recognition  memo  and  a  few  hours  off  on  a  surmy 
afternoon. 

•  Match  the  reward  and  the  achievement.  Make  sure  that  those  who  have 
completed  more  substantial  tasks  are  better  rewarded  than  those  who 
simply  had  a  good  day. 

•  Act  quickly.  Recognize  the  employee  as  soon  as  possible  following  the 
event.  Even  if  you  are  plarming  a  more  substantial  reward  in  the 
future,  be  sure  to  give  some  verbal  recognition  or  a  quick  memo  right 
away. 

•  Be  as  specific  as  possible.  Let  your  employees  know  exactly  what  it  is 
that  they  have  done  right.  This  will  help  them  to  repeat  those  positive 
results. 

•  Try  not  to  mix  recognition  with  advice.  This  might  confuse  the  message 
you  are  sending. 

•  Convey  the  big  picture.  Describe  how  the  effort  or  result  contributed 
to  a  broader  goal  or  objective. 

•  Reinforce  organizational  values.  When  possible,  point  out  how  employ¬ 
ees’  actions  support  organizational  values  or  major  objectives. 

•  Be  genuine  in  your  tone  and  wording.  Try  to  write  in  the  same  marmer 
that  you  use  when  speaking. 

Team  evaluations 

Evaluating  a  team  is  different  from  evaluating  an  individual,  and  it  involves 
two  levels  of  review.  The  first  is  to  evaluate  the  overall  team  success.  Then 
you  need  to  look  further  to  determine  the  role  that  each  individual  team 
member  played  in  attaining  that  success.  One  way  you  can  achieve  the 
second  step  is  to  ask  the  team  members  to  complete  both  a  self-evaluation 
and  an  evaluation  of  each  team  member.  This  does  not  need  to  be  a  lengthy 
evaluation.  See  Appendix  A  for  an  example  of  an  evaluation  form  that  can 
be  used  for  review  of  individual  team  members. 

As  you  develop  your  evaluation  of  the  team,  follow  these  steps: 

•  Praise  everyone  on  the  team.  Congratulate  the  entire  team  on  its  efforts. 

•  Point  out  team  players.  If  someone  has  made  a  particularly  strong 
contribution  to  the  team  effort,  point  it  out. 

•  Be  specific  in  your  team  praise.  Mention  a  group  of  people  who  worked 
especially  well  together  or  point  out  a  particular  result  that  could  not 
have  been  achieved  without  close  cooperation. 

Each  individual  employee  is  different.  Therefore,  you  will  likely  have  to 
employ  different  methods  to  motivate  your  staff.  Are  you  having  difficulty 
motivating  employees?  Try  the  tips  listed  in  Table  7.2. 
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Table  7.2  Ways  to  Motivate  Employees 

•  Personally  thank  employees  for  a  good  job  both  verbally  and  in  writing.  Do 
this  in  a  timely  manner,  often,  and  with  sincerity. 

•  Make  the  time  to  meet  with  and  listen  to  your  staff. 

•  Provide  specific  feedback  about  individual,  departmental,  and  organizational 
progress.  It  is  important  that  all  staff  members  imderstand  how  their  successes 
help  the  department  to  succeed,  and  therefore  the  organization  to  be  successful. 

•  Strive  to  create  an  open,  trusting,  and  fun  work  environment.  Encourage  new 
ideas  and  initiatives. 

•  Provide  information  on  departmental  and  organizational  strategies  and  how 
the  individual  fits  in  with  the  overall  plan. 

•  Involve  employees  in  decisions,  especially  those  that  affect  them. 

•  Provide  employees  with  a  sense  of  ownership  in  their  work  and  the  work 
environment. 

•  Recognize,  reward,  and  promote  people  based  on  their  performance  and  deal 
with  marginal  performers. 

•  Give  people  a  chance  to  grow  and  learn  new  skills.  Create  a  partnership  to  help 
them  meet  their  goals  within  the  context  of  fhe  organization’s  goals. 

•  Celebrate  success  —  of  the  organization,  the  department,  and  the  employees. 
Take  time  for  team  and  morale-building  meetings  and  activities. 


Frequently  asked  questions 

Q:  What  should  be  done  about  employees  who  become  belligerent  during 
the  armual  performance  evaluation? 

A:  Holding  only  one  evaluation  session  each  year  may  cause  urmecessary 
anxiety  for  bofh  fhe  supervisor  and  fhe  employee.  Consider  a  couple  of 
options.  Firsf,  less  formal  monfhly  or  quarferly  feedback  sessions  can 
provide  valuable  inpuf  in  a  less  sfressful  marmer.  Anofher  option  is  fo 
ask  fhe  employee  fo  creafe  measurable  performance  sfandards  af  fhe 
begirming  of  fhe  evaluation  period  and  fo  provide  periodic  progress 
reporfs. 

Q:  How  can  an  employee’s  cooperation  skills  be  objectively  evaluafed?  Isn’f 
cooperation  a  highly  subjective  concepf? 

A:  Cooperation  is  an  essential  componenf  in  an  effecfive  feam-based  envi- 
ronmenf,  buf  if  may  be  difficulf  fo  measure.  One  opfion  fo  consider  is 
asking  fhe  employee  and  fhe  employee’s  colleagues  fo  documenf  exam¬ 
ples  of  fhe  employee’s  efforfs  fo  build  and  mainfain  relations  in  order  fo 
complefe  projecfs  or  address  problems. 

Q:  If  seems  like  some  employees  are  nof  slaying  currenf  in  fheir  field,  and 
fhis  may  reduce  fhe  deparfmenf’s  abilify  fo  be  effecfive.  Is  fhere  a  way 
fo  mandafe  continuing  educafion? 
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A:  If  staying  abreast  of  specialized  knowledge  is  critical  to  solid  job  perfor¬ 
mance,  job  knowledge  should  be  given  significant  weight  in  the  evalua¬ 
tion  process.  Demonstration  of  new  knowledge  may  be  evaluated  by 
satisfactory  completion  of  academic  course  work,  a  brief  written  sum¬ 
mary  of  the  major  concepts  discussed  during  a  professional  conference, 
or  a  mastery  of  a  new  product  (or  a  new  procedure)  such  as  a  computer 
software  package  or  a  new  process  for  handling  work  assignments. 

Q:  Are  formal  evaluations  pointless  for  truly  outstanding  employees? 

A:  Not  at  all.  Formal  evaluation  for  outstanding  performance  can  be  highly 
motivating  for  high  achievers.  Failure  to  acknowledge  this  performance 
may  actually  result  in  declines  in  future  performance. 

Q:  What  happens  if  an  employee  disputes  the  performance  appraisal  rating? 

A;  Typically,  if  the  dispute  carmot  be  resolved  informally,  the  employee  may 
prepare  a  written  statement,  detailing  the  disputed  performance.  This 
should  be  attached  to  the  performance  appraisal  document.  Employees 
may  also  choose  to  discuss  the  situation  with  their  human  resources 
department. 

Managing  performance  by  coaching 

You  have  now  set  performance  expectations  by  ensuring  that  employees 
know  their  job  duties,  the  performance  standards  that  will  be  used,  and  your 
expectations.  You  have  monitored  and  evaluated  employees’  progress.  You 
have  identified  performance  problems.  Any  finally,  you  have  built  individual 
development  plans.  Your  ongoing  coaching  cycle  is  complete. 

The  next  step  is  to  discover  causes  of  problem  performance  (Table  7.3). 
Why  are  employees  failing  to  succeed?  Is  it  that  they: 

•  Cannot  do  it?  Do  not  have  the  ability  or  resources  to  do  the  job. 

•  Will  not  do  it?  Have  the  ability  but  do  not  want  to  do  the  job. 

•  Do  not  know  how  to  do  it?  Do  not  understand  how  to  do  the  job. 

Once  the  causes  of  problem  performance  have  been  identified,  then  you 
can  plan  for  the  solutions  (Table  7.3).  For  example,  if  you  determine  that 
employees  are  not  successful  because  they  do  not  know  how  to  perform  the 
task,  providing  training  may  be  a  simple  solution.  For  instance,  if  you  have 
asked  your  secretary  to  prepare  a  presentation  for  you  in  PowerPoint,  but 
he  or  she  has  never  used  the  software  before,  it  is  likely  that  the  outcome 
will  not  be  positive  for  either  of  you. 

The  next  step  is  to  analyze  the  situation  to  determine  the  performance 
gap  —  is  it  training  or  attitude?  The  top  of  this  decision  tree  starts  with  the 
question,  “Does  this  individual  have  the  necessary  knowledge  and  skill  to 
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Table  7.3  Identifying  and  Solving  Performance  Problems 


Cannot 

Will  Not 

Does  Not  Know  How 

Causes 

•  Have  knowledge 
but  lack  skill  after 
thorough  instruction 

•  Not  enough  time 

•  Believe  they  know  it  all 

•  Poor  listening  skills 

•  Unhappy  with  duties  or 
responsibilities  of  the 
job 

•  Lack  of  instruction  or 
training 

•  Improper  or  lack  of 
feedback 

Solutions 

•  Ensure  the  proper 
training  materials 
are  provided 

•  Recognize  good  work  if 
appropriate 

•  Provide  a  job  reassign¬ 
ment 

•  Disciplinary  action  (con¬ 
tact  human  resources) 

•  Provide  training  or 
retraining 

perform?”  How  you  answer  that  first  question  will  take  you  down  one  of 
two  paths  (Figure  7.4). 

When  conducting  a  coaching  or  counseling  session  with  an  employee, 
it  is  important  that  you  also  be  an  effective  listener.  Give  your  undivided 
attention.  This  means  that  you  remove  all  distractions,  such  as  your  tele¬ 
phone  and  e-mail,  and  maintain  eye  contact. 

1.  Make  sure  the  employee  knows  you  understand  what  he  or  she  is  saying. 
This  builds  trust  with  the  employee  by  use  of  empathy.  For  example, 
try: 

•  “What  I  hear  you  saying  is  ...” 

•  “I  get  the  impression  that  ...” 

2.  Listen  for  underlying  cues.  Look  for  the  attitudes,  feelings,  and  motives 
behind  the  employee’s  words.  Confirm  your  perception  by  using  the 
following  examples: 

•  “I  can  imagine  that  you  must  feel  ...” 

•  “If  it  ever  happened  to  me  I  would  be  ...” 

3.  Encourage  the  employee  to  elaborate.  It  is  important  to  make  sure  that 
the  employee  fully  discusses  the  situation.  Here  are  some  examples 
of  how  you  can  probe  for  more  information: 

•  “Tell  me  more  about  ...” 

•  “I  would  like  to  hear  your  thoughts  about  ...” 

4.  Discuss  implications.  You  are  guiding  the  employee  to  the  necessary 
conclusion,  not  giving  the  answers.  You  can  work  toward  this  out¬ 
come  by  expanding  the  discussion  using  the  following: 

•  “If  you  did  that,  then  would  you  be  able  to  ...” 
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•  “Would  that  mean  that  ...” 

5.  Probe  for  details  by  using  open-ended  questions.  Using  open-ended  ques¬ 
tions  will  place  the  employee  in  the  position  of  guiding  the  outcomes, 
leading  to  the  necessary  conclusions.  Some  examples  include: 

•  “What  prompted  you  to  ...?” 

•  “How  can  I  help?” 

•  “Where  do  you  think  we  need  to  focus?” 

The  coaching  session 

When  conducting  a  coaching  session,  if  is  imporfanf  fhaf  you  clearly  describe 
fhe  problem  and  your  expecfafions  (see  Table  7.4).  Focus  on  whaf  you 
observed: 


•  Speed 

•  Quantify 

•  Accuracy 

•  Thoroughness 

•  Timeliness 


Figure  7.4  Determining  the  performance  gap. 
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Table  7.4  The  Four  Elements  of  Coaching  Follow-Up 

1.  Observe  employees 

•Determine  whether  the  objectives,  goals,  strategies,  etc.,  have  changed. 

•  Determine  ways  to  keep  on  top  of  performance. 

•  Find  opportunities  for  positive  reinforcement  and  problem  solving. 

2.  Solve  problems 

•  If  necessary,  reesfablish  priorities,  goals,  and  objectives. 

•Determine  ways  to  resolve  problems  in  both  the  long  term  and  the  short  term. 

•  Revise  work  plans  as  needed. 

3.  Provide  positive  reinforcement 

•  Reward  positive  performance  as  often  as  possible. 

•Use  positive  reinforcement  to  build  working  relationships. 

•Use  positive  reinforcement  to  encourage  continuous  improvement. 

4.  Record  information  and  behaviors 

•  Document  changes  in  work  plans. 

•  Document  instances  to  be  used  in  formal  review. 

•  Record  the  following  four  facts: 

a.  When/where  —  Note  the  time  and  location  of  the  situation  or  circumstance. 

b.  What  did  you  observe?  Flow  was  it  different  from  what  you  expected? 

c.  Why  is  it  worth  noting?  What  are  the  consequences? 

d.  How  is  this  situation  going  to  change?  Are  there  commitments  involved? 


The  next  step  is  to  gain  agreement  on  performance  concerns  or  issues. 
This  requires  that  you  listen  with  an  open  mind  —  make  every  effort  to 
approach  the  situation  without  prejudging  motives.  Once  the  employee  has 
had  the  opportunity  to  provide  full  disclosure,  provide  more  defailed  feedback 
from  your  observation  of  performance.  Then  discuss  fhe  sifuafion  unfil  you 
agree  on  fhe  problem  and  fhe  impacf  if  has  on  fhe  organization  and  on  ofhers. 

The  nexf  sfep  is  fo  develop  solutions  fogefher.  This  can  be  accomplished 
by  exploring  differenf  solutions  fo  solving  fhe  problem  fogefher.  However, 
if  is  imporfanf  fhaf  you  lef  fhe  employee  fake  an  active  parf  in  solving 
personal  performance  concerns  or  issues. 

Then  work  foward  developing  an  agreemenf  on  an  action  plan.  Ask  fhe 
employee  fo  oufline  a  plan  for  puffing  fhe  solufion  info  acfion.  Then  confirm 
your  undersfanding  by  having  fhe  employee  describe  fhe  acfion  plan  fo  you, 
fhereby  committing  fo  if. 

The  final  sfep  in  fhis  phase  of  fhe  process  is  fo  defermine  when  you  will 
follow  up  wifh  fhe  employee  fo  review  fhe  progress.  If  is  imporfanf  fhaf  you 
esfablish  a  specific  dafe  and  fime  for  fhis  follow-up  session,  so  fhaf  bofh  you 
and  fhe  employee  undersfand  fhe  timeframe  wifhin  which  fhe  agreed  upon 
performance  will  be  reached. 

Prepare  for  the  follow-up  meeting 

Preparing  for  fhe  follow-up  meeting  requires  you  fo  observe  whefher  fhe 
employee  is  successfully  making  fhe  changes  fhaf  bofh  of  you  agreed  upon 
and  whefher  fhere  are  performance  issues  fhaf  could  still  use  improvemenf. 
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Models  for  providing  feedback 

Most  managers  dread  the  process  of  providing  feedback  fo  employees  and 
approach  fhis  evenf  in  one  of  four  ways: 

1.  Conflicf  avoidance 

2.  The  parenf-child  model 

3.  The  feacher-sfudenf  model 

4.  The  adulf-adulf  model 

The  parenf-child  model  says  fhaf  discipline  equals  punishmenf.  The 
adulf-adulf  model  says  fhaf  discipline  equals  sfrucfure.  In  a  parenf-child 
model,  bofh  fhe  parenf  and  fhe  child  read  in  an  emofional  maimer.  The 
parenf  says,  “I  sef  fhe  rules”  or  “Because  I  say  so.”  This  engenders  finger-wag¬ 
ging  and  a  you-have-been-bad  affifude.  The  child  fhen  responds  wifh  “I  am 
nof  responsible,”  “Tell  me  exacfly  . . .,”  “If  is  nof  fair,”  or  “Why  do  I  have  fo?” 

However,  an  adulf-adulf  model  is  a  rafional  inferacfive  approach.  Here 
you  provide  fhe  facfs,  fhe  organizafional  inferesfs,  and  fhe  consequences.  In 
fhe  adulf-adulf  model  if  is  imporfanf  fo: 

•  Focus  on  specific  oufcomes. 

•  Gef  fhe  employees  fo  commif  fo  solving  fhe  problem. 

•  Follow  up  fo  ensure  fhaf  if  happens. 

Ulfimafely,  if  is  nof  your  responsibilify  fo  improve  your  employees’ 
behaviors  —  if  is  fheir  responsibilify.  Your  responsibilify  is  fo  help  fhem 
problem  solve.  Provide  only  fhe  rafional  facfs.  Therefore,  a  discussion  mighf 
be  arficulafed  in  fhis  maimer,  “When  you  do  [behavior],  fhe  resulfs  are  [fact], 
which  do  nof  meef  [desired  outcome].  In  fhe  fufure,  I  need  you  fo  do  [desired 
behavior].  Failure  fo  do  so  will  resulf  in  [consequence]."’  (See  Table  7.5.) 

Typically,  begin  fo  use  fhe  process  fhrough  verbal  discussions  of  perfor¬ 
mance  issues.  If  fhis  fails  fo  yield  appropriafe  resulfs,  you  may  need  fo  fake 
fhe  nexf  sfep,  using  a  wriffen  improvemenf  plan  process  fo  documenf  fhe 
discussions  (Appendix  B). 

When  making  any  employmenf-relafed  decisions,  including  hiring,  dis¬ 
charge,  promofions,  demofions,  or  discipline,  you  may  apply,  or  appear  fo 

Table  7.5  Five-Point  Guide  to  Document  Performance  Issues 

Describe  what  the  expectation  is  for  anyone  who  holds  this  position. 

Describe  how  the  individual’s  current  performance  falls  short  of 
expectations. 

Describe  what  the  individual  must  do  differently  in  order  to  meet 
expectations,  and  what,  if  anything,  you  will  do  to  help. 

Describe  how  long  the  employee  has  to  bring  the  current  performance 
up  to  expectations. 

Describe  what  will  happen  if  the  employee  does  not:  the  consequences. 
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apply,  any  of  the  following  nine  factors  or  characteristics  of  the  employee: 
race,  gender,  religion,  marital  status,  color,  age,  disability,  national  origin  or 
ancestry,  or  veterans  status.  This  is  prohibited  under  federal  and  state  law. 

When  you  must  make  a  decision  concerning  an  employee’s  performance 
and  potential  discipline  or  dismissal,  remember  the  “ouch”  formula: 

•  O  —  Objective  standards.  Use  standards  capable  of  being  measured. 
For  example,  “excellent  t5^ing  skills”  is  subjective,  whereas  “must 
be  able  to  type  50  words  per  minute”  can  be  measured. 

•  11  —  Uniformly  applied  standards.  Keep  the  nine  factors  listed  previ¬ 
ously  in  mind  when  making  decisions.  For  example,  ask  all  appli¬ 
cants  the  same  questions  and  hold  all  applicants  for  the  same  position 
to  the  same  requirements  such  as  education  or  experience. 

•  C  —  Consistency  in  effect.  Consider  whether  any  of  the  requirements 
identified  for  a  position  effectively  screen  out  a  protected  class,  and, 
if  so,  determine  whether  that  requirement  is  truly  a  bona  fide  job 
requirement.  For  example,  requiring  that  a  pharmacy  technician  be 
able  to  lift  50  lb.  might  effectively  rule  out  women  or  individuals 
with  disabilities.  If  you  carmot  prove  that  it  is  a  primary  function 
of  the  job,  do  not  use  this  as  a  selection  criterion. 

•  H  —  Have  job  relatedness.  Use  the  job  description  as  the  starting  point 
and  make  sure  that  all  your  managerial  decisions  are  related  to  the 
job.  Update  the  job  description  as  needed  and  make  sure  that  you 
provide  the  employees  with  the  updated  document. 

It  is  important  for  managers  to  give  due  notice  to  employees.  This 
includes  giving  employees  sufficient  opportunity  to  improve  after  being  told 
that  there  is  a  problem,  as  well  as  alerting  them  to  the  seriousness  with  which 
the  managers  view  the  situation.  In  other  words,  if  managers  think  that  a 
particular  behavior  may  result  in  termination  of  employment,  they  are 
responsible  for  telling  that  to  the  employees. 


Conclusion 

The  evaluation  and  discipline  processes  are  related  through  the  elements  of 
mentoring,  coaching,  and  counseling.  Managers  must  be  able  to  use  a  variety 
of  interpersonal  skills  to  help  employees  improve  their  performance  to  achieve 
mutually  agreed  upon  goals  and  objectives.  Managers  have  clear  responsibil¬ 
ities  to  commimicate  expectations  and  provide  feedback  on  performance. 
While  the  formal  end-of-year  performance  appraisal  is  necessary,  the  informal, 
more  frequent  approach  to  feedback  and  communication  may  help  good 
employees  perform  better  and  the  not-so-good  ones  become  satisfactory. 
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Appendix  A 

Team  Member  Peer  Evaluation  Form 


Name  of  team  member  being  rated: 
Name  of  evaluator: _ 


Rating  scale: 

•  Outstanding:  Team  member  consistently 
made  unique  and  highly  significant  contribu¬ 
tions 

•  Excels:  Team  member’s  participation  was 
highly  effective 

•  Proficient:  Team  member  provided  consistent 
and  effective  participation 

•  Needs  improvement:  Team  member  was  not 
consistent  and  may  have  also  provided  un¬ 
acceptable  participation 

O 

u 

T 

S 

T 

A 

N 

D 

I 

N 

G 

E 

X 

C 

E 

L 

S 

P 

R 

O 

E 

1 

C 

1 

E 

N 

T 

N 

E 

E 

D 

S 

I 

M 

P 

R 

O 

V 

E 

M 

E 

N 

T 

1 

Knowledge  of  subject  matter 

2 

Professional  demeanor  and  conduct 

3 

Decisiveness 

4 

Flexibility 

5 

Initiative  and  creativity 

6 

Team  building  within  group 

7 

Shared  knowledge  to  identify  solutions 

8 

Planning  and  organizational  skills 

9 

Effective  commimication  (written  and  oral) 

10 

Interpersonal  sensitivity 

11 

Analytical  skills  (ability  to  see  issues  and  analyze  to 
build  solutions) 

Comments:  Your  honesty  and  objectivity  are  very  important,  and  will 
help  your  peers  understand  their  strengths  and  weaknesses.  Your  eval¬ 
uation  will  also  identify  areas  that  may  need  improvement.  This  form 
will  not  be  directly  shared  with  your  team  members,  but  will  be  sum¬ 
marized  and  shared. 
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Appendix  B 

Performance  Improvement  Plan 

Identify  items  in  which  the  employee  has  not  met  expectations,  such  as: 

•  Expected  quality  or  quantity,  or  both,  of  work  production 

•  Individual  effectiveness 

•  Job  knowledge 

•  Judgment  and  decision  making 

•  Teamwork 

•  Service  focus 

•  Project  assignments 

•  Self-development  objectives 

Expectations  of  satisfactory  completion  of  each  item  should  be  as  specific  as 
possible.  Standards  of  quality,  quantity,  and  timeliness  should  be  stated 
clearly,  as  feasible.  A  meeting  with  the  employee  should  then  be  conducted 
to  communicate  the  plan.  Additional  follow-up  meetings  should  be  sched¬ 
uled  to  review  progress  and  provide  additional  coaching  or  counseling  as 
appropriate.  Use  additional  separate  sheets  as  necessary. 


Next  scheduled  progress  review  meeting  is  scheduled  for: _ . 

Signature  Date 

Employee’s  supervisor: _  _ 

Employee: _  _ 

Retain  a  copy  in  the  department,  provide  a  copy  to  the  employee  and  forward 
the  original  to  the  Human  Resources  department. 
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Objective 

This  chapter  is  designed  to  imbue  the  reader  with  skills  to  manage  conflict 
effectively.  To  achieve  this  goal,  an  outline  of  communication  and  listening 
skills  is  provided.  A  step-by-step  guide  is  given  to  provide  a  foundation  of 
the  process  involved  in  conflict  management.  Two  examples  of  conflict  mod¬ 
els  are  explained  to  give  a  more  specific  view  on  types  of  personalities  and 
ways  to  deal  with  them. 
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Table  8.1  Health  Care  Professionals  in  Conflict 


Wesley,  Mrs.  Montoya,  and  the  Insurance  Card 

“Mrs.  Montoya,  do  you  have  a  new  insurance  card  with  you  today?”  asks  Wesley, 
the  pharmacist  on  duty. 

Mrs.  Montoya  replies,  “You  should  have  my  card  on  file.  It  is  the  same  one  I  used 
last  time.” 

Looking  at  the  computer  screen,  then  looking  at  his  patient,  Wesley  says,  “I  am 
billing  your  insurance  company  directly  on-line  and  they  are  telling  me  that  your 
prescription  coverage  is  terminated.  Are  you  sure  there  isn’t  a  new  card?” 

After  smacking  the  countertop  Mrs.  Montoya  shouts,  “I’ve  had  it  with  you  people! 
Every  time  1  come  to  this  pharmacy  1  have  a  problem.  Last  time  you  did  not  have 
my  medication  in  stock  and  now  this!” 

The  Drug  Formulary  Debate 

Kenneth,  a  hospital  pharmacist,  receives  a  drug  order  from  Dr.  Decker.  Mrs.  Radley, 
one  of  Dr.  Decker’s  patients,  has  been  prescribed  Prilosec®.  Unfortunately  for  the 
patient,  Prilosec  is  not  on  the  hospital  formulary.  Kenneth  pages  the  doctor  to 
explain  that  the  drug  is  not  on  the  formulary.  However,  Prevacid®,  a  similar  drug, 
is  available.  Dr.  Decker  refuses  fo  change  the  drug  and  tells  Kenneth  to  fix  the 
problem. 


The  Concerta®  Crisis 

Andy,  Brant,  and  Mike  are  assigned  an  important  drug  utilization  review  (DUR) 
of  Concerta,  which  must  be  completed  in  2  weeks.  They  meet  and  decide  to 
split  the  project  into  three  equal  parts.  Andy  will  determine  the  criteria  to  be 
studied,  Brant  will  review  charts  for  the  pertinent  data,  and  Mike  will  prepare 
the  data  into  a  computer  presentation  format.  The  group  meets  again  in  a  week. 
Andy  and  Brant  turn  their  information  over  to  Mike  and  agree  to  meet  in  5  days 
to  go  over  the  material  and  decide  who  should  present  what.  Five  days  later, 
the  trio  meets  again.  Mike  has  not  even  started  his  assignment,  citing  vague 
personal  problems  as  the  culprit.  He  nastily  adds  that  he  thinks  his  partners  are 
out  to  make  him  look  bad  and  are  heartless  because  he  is  having  problems  and 
they  refuse  to  understand.  Andy  and  Brant  look  at  each  other  without  a  clue  as 
to  what  they  should  do. 


Introduction 

A  conflict,  according  to  Ury  et  al.  (1988),  “begins  when  one  person  makes  a 
claim  or  demand  on  another  who  rejects  it.”  In  pharmacy,  conflict  is  part  of 
everyday  life. 

Table  8.1  shows  three  t5q)ical  scenarios  in  which  pharmacists  encounter 
conflict.  Keep  these  scenarios  in  mind  while  reading  through  the  chapter. 
They  will  be  reviewed  at  the  end  to  see  how  to  help  resolve  conflict. 

Conflict  management  vs.  conflict  resolution 

Before  begirming  to  study  the  nature  of  conflict  management,  it  is  impor¬ 
tant  to  understand  the  primary  goal.  Note  that  the  title  of  the  chapter  is 
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not  “Conflict  Resolution,”  but  “Conflict  Management.”  Resolution,  according 
to  the  Random  House  Dictionary  is  a  “solution,  accommodation,  or  settling 
of  a  problem.”  It  is  not  feasible  to  expect  that  all  problems  will  be  solved, 
accommodated,  or  settled.  However,  a  person  can  manage,  or,  in  other 
words,  “control  the  course  of  affairs  by  one’s  own  actions”  in  any  conflict 
situation. 


Good  conflict  management  skills 

Not  all  people  are  adept  at  conflict  management.  It  requires  skills  on  the  part 
of  the  party  handling  the  situation.  Fortunately,  these  skills  can  be  learned. 
Remember  PILS  —  perception,  integrity,  listening  skill. 

Perception  is  the  ability  to  read  verbal  as  well  as  nonverbal  behavior. 
Sometimes  what  people  say  is  not  what  they  mean.  People  with  confused 
looks  on  their  faces  may  be  saying,  “I  understand,”  but  do  their  expressions 
look  like  they  mean  it? 

Integrity  is  a  key  factor  in  interactions  with  others,  especially  when 
emotion  is  involved.  If  people  feel  that  someone  is  not  trustworthy,  they  are 
less  likely  to  reveal  or  identify  underlying  issues. 

Listening  is  the  most  important  and  commonly  used  form  of  communi¬ 
cation.  It  is  also  the  most  misused  and  misunderstood  form. 

The  art  of  listening 

According  to  Lucas  (1994),  there  are  several  levels  of  listening.  The  listening 
level  used  can  determine  a  person’s  ability  to  manage  a  conflict.  The  first 
level  is  called  discriminative  listening  in  which  the  person  receiving  infor¬ 
mation  tries  to  ascertain  the  message  through  various  distractions.  In  the 
following  example,  Tina  is  not  using  her  discriminatory  listening  skill. 

Tina  is  taking  a  trip  to  the  mall  with  her  friend  Gina.  Gina  is 
asking  Tina’s  advice  about  an  outfit  she  should  wear  for  her 
fabulous  date  that  night.  Tina  realizes  that  her  favorite  song  is 
playing  on  the  radio.  She  mentally  sings  the  words  in  her  head 
while  trying  to  nod  and  listen  to  Gina.  Tina  catches  snippets  of 
what  Gina  is  saying,  but  carmot  physically  hear  all  of  both  at  the 
same  time. 

The  second  level  is  comprehensive  listening.  It  is  a  deeper  level  of  lis¬ 
tening  in  which  the  receiver  tries  to  assimilate  the  information  for  recall  and 
reuse. 

Jeff  is  sitting  in  pharmacology  class  when  his  professor  armounces 
that  there  will  be  exam  questions  on  the  material  he  is  about  to 
cover.  Hearing  this,  Jeff  tells  his  friends  to  be  quiet  so  he  can  listen 
to  the  lecture  and  remember  the  information  for  the  exam. 
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Jeff  wanfs  fo  minimize  his  disfracfions  so  he  can  employ  his  comprehensive 
lisfening  skill. 

Therapeufic  lisfening,  fhe  fhird  level,  involves  fhe  acf  of  lisfening  fo 
informafion  fo  make  a  plan  of  action.  If  is  usually  associafed  wifh  an  infer- 
acfion  fhaf  helps  anofher  person. 

“Thai  professor  is  ridiculous.  His  fesf  questions  are  so  hard. 
Where  does  he  pull  fhe  informafion  from?”  Amy  cries  fo  Michele 
affer  she  finds  fhaf  she  failed  fhe  lasf  biochemisfry  exam.  “If  I  do 
nof  gef  an  87  on  my  nexf  fesf,  I  mighf  fail  fhe  course!  Whaf  am  I 
going  fo  do?” 

Michele  will  use  her  fherapeufic  lisfening  skill  as  she  fries  fo  empafhize  wifh 
Amy’s  feelings  of  frusfrafion. 

The  fourfh  and  fiffh  levels  of  lisfening  are  combinations  of  fhe  firsf  and 
second  levels  (discriminative  and  comprehensive),  used  for  differenf  pur¬ 
poses.  Critical  lisfening,  fhe  fourfh  level,  involves  using  fhese  fwo  levels  of 
lisfening  fo  assign  meaning  fo  a  message  in  order  fo  make  a  judgmenf  on  a 
course  of  acfion. 

Jimmy  has  a  bad  head  cold  and  asks  his  pharmacisf  if  she  can 
recommend  an  over-fhe-counfer  producf  fo  make  him  feel  better. 

“I  feel  so  sick!”  Jimmy  complains  fo  his  pharmacisf.  “My  head 
feels  like  if  is  going  fo  explode.  My  nose  is  dripping  like  a  faucef 
and  I  am  achy  all  over.  Whaf  can  I  fake?  Oh  yeah,  I  have  high 
blood  pressure,  foo.” 

Cheryl,  fhe  pharmacisf,  says  fo  Jimmy,  “Follow  me  fo  fhe  cough 
and  cold  aisle  and  I’ll  help  you  pick  somefhing  ouf.  We  do  need 
fo  sfay  away  from  any  producfs  wifh  decongesfanfs  in  fhem  be¬ 
cause  of  your  blood  pressure.” 

Notice  how  Cheryl  has  discriminafively  lisfened  as  well  as  comprehended 
fhe  issue  and  begun  fo  develop  a  course  of  acfion. 

The  fiffh  lisfening  level  is  appreciafive.  If  uses  fhe  combined  efforf  of  fhe 
firsf  and  second  levels  for  pleasure  in  fhe  case  of  an  amusing  anecdofe  or  joke. 

Wayne  says  fo  Jen,  “Whaf  kind  of  license  does  a  pharmacisf  have?” 

Jen  shakes  her  head  and  asks,  “Whaf  kind?” 

Wa5me  replies,  “A  license  fo  pill.  Gef  if?” 

How  imporfanf  is  lisfening?  If  you  are  unprepared  fo  lisfen  fo  whaf  a 
person  is  saying  during  a  period  of  conflicf,  fhere  is  no  poinf  in  addressing 
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the  conflict  at  that  time.  Listening  to  the  other  person  is  the  only  way  to 
discover  what  the  issues  might  be.  Taking  the  time  to  listen  also  instills  a 
feeling  of  trust  in  the  aggrieved  person,  because  you  are  communicating  that 
he  or  she  is  important  enough  to  be  heard.  Another  bonus  of  listening  is  that 
it  gives  the  speaker  a  chance  to  calm  down  and  orally  review  the  grievances 
and  also  gives  you  the  time  to  figure  out  the  other  person’s  reference  point. 

Techniques  for  listening  are  easy  to  master  with  a  little  practice  —  and 
the  rewards  are  unbelievable.  First,  use  your  discriminative  listening  skill  to 
drown  out  all  distractions.  Stay  focused  on  the  person,  maintaining  good 
eye  contact  without  staring.  Nothing  says  you  do  not  care  like  looking 
around  at  other  things,  fidgeting  with  objects,  or  vacantly  staring.  Ask  for 
clarification  of  any  fact  that  might  be  unclear  or  questionable.  When  doing 
this,  use  open-ended  questions  to  draw  out  more  information  from  the 
person.  Before  responding,  rephrase  the  facts  as  you  have  heard  them.  Ask 
whether  you  have  heard  all  of  the  information  correctly  and  make  changes 
as  necessary. 

Determination 

When  faced  with  a  conflict,  two  major,  related  questions  need  to  be 
answered:  Is  this  conflict  important  to  me?  How  do  I  know  whether  the 
situation  is  imperative  to  address?  Ury  et  al.  (1988)  gauge  the  answers  to 
these  questions  in  terms  of  “transaction  cost.”  The  authors  reason  that  in 
conflict,  like  in  business,  you  want  to  minimize  the  costs.  You  need  to 
consider  the  time  cost,  actual  money  cost,  opportunity  cost,  and  property 
cost  and  then  determine  the  course  of  action  that  minimizes  them.  The 
answers  also  factor  in  satisfaction,  long-term  effects  on  relationships,  and 
durability  of  a  solution.  For  you,  it  may  be  helpful  to  analyze  the  person’s 
relationship  to  you.  Is  this  a  significant  relationship?  Will  you  have  to  deal 
with  this  person  in  the  future?  Do  you  want  things  to  work  out?  In  the 
case  of  a  family  member,  boss,  subordinate,  or  colleague,  the  answer  is 
usually  “yes.”  With  other  scenarios  such  as  a  rude  street  vendor  or  casual 
acquaintance,  the  answer  might  be  “no.”  If  this  is  your  decision,  there  is 
no  need  to  continue  further. 

Another  area  of  consideration  is  one  in  which  you  are  a  third  party  in 
the  conflict,  e.g.,  a  fight  between  two  siblings  or  two  coworkers.  Should  you 
become  involved?  Acting  as  a  mediator  might  be  helpful,  but  make  sure  you 
are  impartial.  Once  you  have  decided  that  management  of  the  conflict  is 
crucial,  you  are  ready  to  move  on. 

Strategies  for  managing  conflict 

Getting  down  to  it 

In  any  conflict,  a  set  of  steps  can  be  followed  to  manage  the  situation.  The 
first  few  times  you  follow  this  algorithm,  go  through  each  step  for  maximum 
effectiveness.  As  you  become  more  comfortable  with  your  own  communi- 
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cation  and  conflict  resolution  style,  you  can  abbreviate  or  skip  steps  alto¬ 
gether. 

There  are  seven  major  steps  in  the  conflict  management  pathway  The 
first  step  involves  identifying  the  correct  person  to  speak  to  about  the  conflict. 
Acknowledging  the  feelings  of  the  participants  of  the  situation  is  the  second 
step.  The  third  step  is  finding  something  in  common  between  the  people  in 
conflict.  Taking  the  emphasis  off  the  opposing  persons  and  placing  it  on  the 
item  at  hand  is  detailed  in  the  fourth  step.  Identifying  the  real  issue  is  the 
fifth  step.  The  sixth  step  is  being  prepared  to  suggest  solutions.  The  seventh 
step  is  how  to  deal  with  the  aftermath  of  the  conflict.  Let  us  now  discuss 
the  conflict  management  steps  in  detail. 

Step  1:  Seek  the  right  person 

When  you  are  the  angry  person  in  an  incident  or  at  the  receiving  end  of  the 
complaint  or  conflict,  seek  the  appropriate  person  to  speak  to. 

Mr.  Brody  is  an  elderly  gentleman  who  is  taking  a  slew  of  med¬ 
ications  for  a  previous  myocardial  infarction.  Having  no  prescrip¬ 
tion  insurance,  he  and  his  wife  find  it  sometimes  difficult  to 
purchase  his  medications.  This  month,  Mr.  Brody  decides  to  say 
his  piece.  His  pharmacist,  Jermifer  Parker,  works  at  a  national 
chain  pharmacy.  She  has  a  good  relationship  with  this  particular 
gentleman  and  is  surprised  to  find  him  raising  his  voice  and 
demanding  that  she  lower  the  cost  of  his  medications. 

It  does  not  make  sense  in  this  scenario  for  Mr.  Brody  to  complain  to  the 
pharmacist  at  a  national  chain  pharmacy  that  the  costs  of  his  drugs  are  too 
high.  The  pharmacist  has  no  control  over  the  situation  and  can  do  nothing 
for  him.  He  has  wasted  time,  emotion,  and  energy.  Instead,  he  should  write 
to  the  main  office  of  the  corporation  or  ask  for  the  district  manager’s  name 
and  phone  number.  On  the  flip  side,  Ms.  Parker  is  caught  in  a  situation  in 
which  someone  is  making  a  complaint  to  her  and  she  carmot  meet  his 
demands.  She  needs  to  refer  Mr.  Brody  to  the  correct  agency  and  provide 
him  with  a  name  or  number  of  the  agency  if  available  (the  company’s  district 
manager  or  corporate  address  and  possibly  the  patient’s  physician  to  discuss 
cheaper  therapy  options). 

Step  2:  Acknowledge  feelings 

McClure  (2000)  discusses  the  importance  of  acknowledging  feelings.  Dealing 
with  emotional  people  is  not  an  easy  task.  You  should  not  “explain  away” 
their  anger,  even  though  your  first  instinct  may  be  to  explain  to  them  why 
they  should  not  be  angry  or  upset  about  something. 

Pharmacist  Cru:  I  know  that  you  want  the  brand  name  Xanax®. 

We  do  not  have  it  in  stock  right  now,  but  the  generic  version  is 
the  same  as  the  brand  name. 
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Usually,  this  explanation  only  serves  to  inflame  a  person’s  anger. 

Patient  Luke:  I  do  not  care  about  that!  I  want  my  medication  now! 

Instead,  acknowledge  the  emotion  out  loud.  This  will  reduce  people’s 
negative  emotions  toward  the  situation.  It  shows  that  you  are  supportive 
and  will  aid  them  without  being  emotional  yourself. 

Pharmacist  Cru:  I  understand  that  you  are  angry  because  we  do 

not  have  your  medication  in  stock. 

Patient  Luke:  You’re  darned  right  I’m  angry! 

Step  3:  Find  something  in  common 

McClure  (2000),  Lyles  (2000),  and  Toropov  (1997)  all  agree  on  the  importance 
of  fhis  sfep.  If  is  an  excellenf  fechnique  fhaf  can  be  used  fo  focus  a  conflicf 
on  fhe  issue  insfead  of  fhe  emofion.  People  af  conflicf  may  nof  agree  on  a 
pafh  fo  follow,  buf  usually  agree  on  fhe  oufcome.  If  you  can  find  anyfhing 
in  common  wifh  fhe  ofher  person  in  fhe  conflicf,  use  if  fo  bring  fhe  sifuafion 
fo  a  poinf  where  solutions  can  be  explored. 

Pharmacisf  Cru:  Even  fhough  I  do  nof  have  your  medication  in 

stock,  I  know  we  bofh  wanf  fo  find  a  way  fo  gef  you  your  drug  today 

Pafienf  Luke:  Yes,  fhaf  is  frue.  I  do  need  my  medicafion  foday. 

The  acknowledgemenf  from  fhe  pharmacisf  diffuses  fhe  emofional 
aspecf  of  fhe  sifuafion  and  fakes  fhe  pafienf  off  fhe  defensive.  If  forces  fhe 
pafienf  fo  look  af  fhe  sifuafion  consfrucfively  so  fhaf  he  can  reach  his  goal 
faster.  (Nofe  fhe  finely  honed  listening  skills  exhibifed  by  Pharmacisf  Cru: 
focusing  on  fhe  pafienf  and  repeafing  fhe  problem  as  fhe  pafienf  sees  if.) 

Step  4:  Depersonalize  the  conflict 

Arnold  (1993)  and  McClure  (2000)  explore  fhis  critical  sfep,  which  is  a  very 
difficulf  sfage  of  conflicf  managemenf.  Making  fhe  conflicf  an  impersonal 
“if”  can  be  challenging  in  an  emofional  sifuafion,  especially  if  you  feel  you 
are  fhe  one  who  has  been  wronged.  You  need  fo  fake  fhe  emofional  facfor 
ouf  of  fhe  equation  in  order  fo  move  forward  consfrucfively.  This  sfep  is 
abouf  changing  your  view  of  fhe  sifuafion  from  personal  (“I  carmof  believe 
she  is  so  lazy”)  fo  impersonal  (“She  has  a  relaxed  work  sfyle”).  Slewing  in 
negative  emofions  will  nof  help  you  accomplish  a  fask.  When  you  change 
fhe  problem  fo  an  “if,”  fhe  conflicf  will  be  easier  fo  manage  because  emofional 
fhoughfs  will  nof  cloud  you. 

Emofions  usually  run  high  in  cases  of  professional  feedback  and  per¬ 
sonal  af  lacks.  You  need  fo  learn  fhe  difference  befween  fhe  two,  because 
everybody  encounters  each  of  fhese  sifuafions  in  fheir  professional  careers. 
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Professional  feedback  comes  in  many  forms:  a  performance  evaluafion, 
commenfs  affer  work  performed,  or  peer  reviews.  This  t5^e  of  feedback  is 
posifive  in  fhaf  if  can  highlighf  your  sfrengfhs  and  idenfify  areas  fhaf  need 
improvemenf.  You  learn  and  grow  from  professional  feedback,  assuming 
you  can  assimilafe  fhe  informafion  wifhouf  being  defensive.  The  information 
given  is  nonemofional;  if  is  a  simple  sfafemenf  of  whaf  fhe  reviewer  sees  in 
your  abilities.  Professional  feedback  is  given  in  privafe  fo  prevenf  embar- 
rassmenf  of  fhe  subjecf.  One  lasf  aspecf  of  professional  feedback  is  fhaf  if 
relafes  only  fo  your  work-relafed  acfivifies. 

“Joan,  may  I  see  you  in  my  office  for  a  momenf?”  asks  Jack,  fhe 
deparfmenf  supervisor.  Joan  hurries  in  fo  see  Jack. 

“You  wanfed  fo  see  me?”  Joan  asks  hesifanfly. 

“I  wanf  fo  commenf  on  your  reporf  from  lasf  week.  If  was  insighf- 
ful  and  well  researched.  I  fhink,  fhough,  fhaf  you  need  fo  brush 
up  on  your  compufer  skills  —  fhe  graphs  could  have  been  more 
defailed  fhan  fhe  way  you  presenfed  fhem.  Could  you  rework 
fhem  for  me  and  resubmif  fhem?  On  fhe  whole,  however,  if  was 
a  job  well  done.” 

On  fhe  opposife  end  of  fhe  feedback  specfrum  is  a  personal  attack.  A 
personal  attack  is  negative  and  desfrucfive.  The  only  positives  fhaf  may  be 
gained  from  fhis  type  of  feedback  are  to  know  the  attacker’s  stance  and 
improve  your  conflict  management  skills  by  diffusing  the  situation.  The 
information  given  in  a  personal  attack  is  based  on  emotion,  personality,  and 
communication  style  rather  than  any  performance-related  issue.  There  may 
or  may  not  be  facts  present  in  the  attack,  which  may  be  perpetrated  in  public 
or  in  private. 

“Joan!”  the  department  supervisor.  Jack,  screams  across  the  office. 

“I  carmot  believe  how  stupid  you  are!  These  graphs  look  like  a 
two-year-old  did  them.  I  want  you  to  stop  wasting  your  time  at 
the  water  cooler  and  start  doing  some  actual  work.” 

Joan,  furiously  blushing,  skulks  back  to  her  desk  to  redo  the 
graphs. 

Step  5:  Get  to  the  real  issue 

There  is  no  way  you  can  manage  a  conflict  until  you  have  identified  the  real 
underlying  issues  causing  the  conflict.  If  it  is  an  emotionally  charged  situa¬ 
tion,  you  may  need  to  take  some  time  to  allow  yourself  and  the  other  party 
to  figure  out  what  is  causing  the  negative  emotion.  Once  you  have  finished 
thinking  about  the  motivations  and  actions  leading  to  the  conflict,  you  are 
prepared  to  deal  with  it. 
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Not  only  do  you  need  to  examine  your  own  feelings  and  motivations, 
but  you  also  need  to  examine  those  of  fhe  ofher  person.  Defermining  where 
a  person  is  coming  from  is  an  invaluable  assef  in  conflicf  managemenf. 
Toropov  (1997)  suggesfs  fhaf  Maslow’s  hierarchy  of  needs  may  be  used  fo 
defermine  a  person’s  reference  poinf  in  conflicf.  Maslow  ouflines  seven  levels 
of  needs: 

1.  Aesfhefic 

2.  Knowledge 

3.  Self-acfualizafion 

4.  Esfeem 

5.  Belonging  and  love 

6.  Safefy 

7.  Physiologic 

Some  sources  lisf  fhe  aesfhefic  need  (fhe  need  for  beaufy  and  grace)  and 
fhe  knowledge  need  as  parf  of  fhe  self-acfualizafion  need.  However,  needing 
beaufy,  grace,  and  knowledge  are  nof  everyday  aspecfs  of  pharmacy  conflicf. 
In  lighf  of  fhis,  we  direcfly  address  fhe  need  for  self-acfualizafion.  Self-acfu¬ 
alizafion  refers  fo  fhe  need  for  a  person  fo  feel  fulfilled.  Fulfillmenf  issues 
are  very  common  in  a  professional  setting. 

Dominique,  Alex,  and  Ausfin  are  given  fhe  assignmenf  fo  wrife 
a  review  arficle  on  fhe  diagnosis  and  freafmenf  of  ADHD.  Frances¬ 
ca  is  asked  fo  gafher  fhe  appropriafe  research  maferials  and  make 
fhe  informafion  available  fo  fhe  fhree  wrifers.  Francesca  fhinks  fo 
herself,  “Why  do  fhey  never  give  me  imporfanf  assignmenfs? 

Why  am  1  never  given  fhe  chance  fo  do  somefhing  challenging?” 

The  need  for  esfeem  can  also  be  applied  fo  Francesca’s  sifuafion.  She 
needs  fo  feel  good  abouf  herself.  The  lack  of  imporfanf  assignmenfs  may 
cause  her  fo  be  sullen  and  wifhdrawn  around  fhe  deparfmenf  because  she 
feels  fhaf  she  is  nof  compefenf  enough  fo  be  given  difficulf  fasks. 

People  also  have  belonging  and  love  needs.  Alfhough  love  is  nof  a  fypical 
emotion  involved  in  a  professional  environmenf,  belonging  and  longing  fo 
be  liked  can  be.  Francesca  mighf  exhibif  undesirable  behaviors  af  work 
because  she  does  nof  feel  like  an  infegral  member  of  fhe  feam. 

Safefy  issues  may  surface  in  a  pharmacy,  especially  when  dangerous 
chemicals  are  produced. 

Anfhony  is  in  fhe  hood  preparing  a  chemofherapy  compound  for 
a  pafienf.  He  is  always  exfremely  meticulous  wifh  his  safefy  prac- 
fices.  Anfhony  is  concenfrafing  infensely  on  fhe  preparafion  when 
Melissa  comes  racing  info  fhe  pharmacy  yelling  Anfhony’ s  name. 
Anfhony  explodes,  “Shuf  up,  you  sfupid  idiof!  I’m  frying  fo  make 
a  chemo  bag  here  wifhouf  killing  myself!” 
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The  last  need  is  physiologic.  Physiologic  needs  are  bodily  needs.  Conflict 
issues  over  having  enough  food  to  eat  or  a  place  to  sleep  are  very  rare  in  a 
professional  atmosphere. 

Maslow’s  hierarchy  of  needs  may  give  you  insight  into  another  person’s 
side  of  a  conflict.  The  hierarchy  may  also  help  you  to  examine  your  own 
needs.  In  either  case,  you  are  more  attuned  to  the  other  person’s  needs  and 
motivations  and  are  more  able  to  accommodate  them. 

As  you  approach  a  person  to  manage  a  conflict  (or  you  are  approached), 
never  resort  to  accusations.  This  will  undo  all  the  work  accomplished  by  the 
first  four  steps.  Accusations  will  put  the  other  person  in  an  immediate 
defensive  position  and  will  activate  the  “fight  or  flight”  response  inherent 
in  us.  Fighting  only  exacerbates  a  bad  situation,  and  flight  only  puts  the 
conflict  on  hold. 

Start  focusing  on  the  real  issue  by  stating  your  goal  or  purpose.  Describe 
to  the  other  person  what  you  hope  to  accomplish  by  the  end  of  the  conflict. 
This  will  provide  an  outline  for  managing  the  situation. 

Next,  factually  describe  the  events  as  you  know  them.  This  ties  into 
the  listening  skills  previously  described.  Leave  no  detail  out.  Ask  whether 
the  other  party  has  anything  to  add  or  clarify.  If  the  situation  is  serious 
enough,  such  as  in  a  case  of  a  medication  error,  take  notes.  You  do  not 
need  to  ask  the  person  for  permission  to  do  this.  Simply  take  out  a  pen 
and  paper  and  write  down  pertinent  facts.  This  way,  you  have  a  permanent 
record  of  the  events  in  case  they  need  to  be  specifically  recalled  later.  It 
also  prevents  the  problem  of  “he  said/she  said”  that  can  occur  in  unpleas¬ 
ant  situations. 

Step  6:  Be  prepared  to  suggest  solutions 
If  possible,  do  not  approach  a  conflict  without  a  plan  to  manage  it.  Brain¬ 
storm  with  the  other  person  to  gain  more  ideas.  Write  them  down  if  neces¬ 
sary.  Carefully  inspect  each  idea  to  see  whether  both  of  you  can  be  satisfied 
and  reject  any  idea  as  needed. 

Know  beforehand  what  you  are  willing  to  concede.  Clearly  identify  what 
you  need  to  be  satisfied  in  a  solution.  This  will  cut  down  on  negotiation  time 
and  allow  you  to  deal  from  a  position  of  strength. 

Step  7:  Deal  with  the  aftermath 

As  stated  previously,  although  every  conflict  carmot  be  resolved,  every  con¬ 
flict  can  be  managed.  After  you  have  made  a  concerted  attempt  to  manage 
a  conflict,  the  aftermath  inevitably  follows.  The  conflict  will  have  ended  in 
one  of  two  general  ways:  the  relationship  has  weathered  the  conflict  and 
both  sides  feel  satisfied  by  the  outcome;  or  the  relationship  has  ended  and 
the  parties  leave  unsatisfied. 

When  the  former  occurs,  the  relationship  may  reach  a  new  level  because 
you  have  both  faced  a  problem  and  overcome  it  together.  This  builds  inti¬ 
macy,  which  might  lead  to  deeper  fulfillment  in  a  relationship.  The  parties 
previously  in  conflict  can  look  at  the  conflict  as  a  learning  experience. 
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On  the  other  hand,  when  a  conflict  is  not  resolved  satisfactorily,  the 
relationship  may  crumble  under  the  strain.  At  this  point,  the  lesson  of  letting 
go  may  help  alleviate  feelings  of  loss.  Know  that  you  did  all  you  could  to 
accommodate  the  situation  in  a  way  that  could  benefit  both  parties.  If  you 
feel  that  you  could  have  done  more,  you  might  reexamine  your  conduct  and 
instigate  a  dialogue  with  the  other  party.  Again,  the  concept  of  acknowledg¬ 
ing  feelings  —  this  time  your  own  —  comes  into  play.  Admit  to  yourself  that 
you  are  not  happy  with  the  way  things  turned  out.  Let  yourself  feel  these 
emotions.  If  the  relationship  was  a  very  close  personal  one,  you  may  need 
time  to  grieve  for  the  loss  of  it.  Allowing  yourself  to  feel  will  enable  you  to 
cope  with  the  situation.  Give  others  the  space  and  time  they  need  to  deal 
with  the  aftermath.  After  a  heated  discussion,  time  apart  may  be  the  only 
thing  that  can  help.  Move  on  with  your  life.  Do  not  dwell  on  the  “what  ifs.” 
This  will  only  undermine  your  healing. 

Conflict  models 

Conflict  models  are  helpful  tools  to  deal  with  conflict  in  specific  ways.  Every 
author  writing  about  conflict  management  has  a  different  set  of  conflict 
models.  A  common  model  divides  conflict  into  behavioral  t5^es  and  per¬ 
sonalities.  A  personality  is  first  defined  by  its  method  of  operation.  Once  a 
personality  is  identified,  a  sculptured  method  of  dealing  with  the  personality 
is  given. 

One  example  of  this  is  a  personality  model  devised  by  Brinkman  and 
Kirschner  (1994).  They  assigned  ten  conflict  personalities:  tank,  sniper,  gre¬ 
nade,  know-it-all,  think-they-know-it-all,  yes,  maybe,  nothing,  no,  and 
whiner.  Each  personality  name  indicates  trademark  characteristics.  Tips  on 
managing  each  personality  are  given  in  the  following. 

A  tank  is  a  forceful  personality.  Such  people  interrupt  you  and  bulldoze 
right  over  you  if  you  are  in  any  way  contrary  to  them.  These  people  tend  to 
go  on  tirades  and  do  not  let  up.  Your  best  bet  is  to  hold  your  ground,  be 
brief  with  any  comments  you  have,  and  interrupt  their  attacks. 

A  sniper  tends  to  make  nasty  personal  comments  in  public.  You  know 
these  people  —  in  a  middle  of  a  meeting  they  shout  out  an  inappropriate 
remark  about  the  speaker.  If  you  are  the  unfortunate  speaker,  you  may  lose 
your  train  of  thought  and  feel  embarrassed  about  the  comment.  To  deal  with 
this  type,  stop  speaking,  look  the  sniper  directly  in  the  eye,  and  ask,  “What 
does  your  comment  have  to  do  with  what  we  are  talking  about?” 

The  grenade  is  an  apt  title  for  people  who  never  show  anger  until  the 
one  day  they  decide  they  cannot  take  any  more  and  explode.  This  outburst 
(ranting,  raving,  and  screaming)  is  so  uncharacteristic  that  most  other  people 
are  taken  aback,  often  unaware  that  there  was  a  problem.  A  good  way  to 
deal  with  grenades  is  to  quickly  get  their  attention  and  try  to  get  to  the 
underlying  problem. 

The  know-it-all,  as  the  name  suggests,  is  a  master  in  any  area  of  expertise. 
These  people  have  a  propensity  for  being  close-minded  because  they  think 
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that  nobody  can  have  ideas  as  good  as  theirs.  When  dealing  with  these 
people,  you  need  to  know  your  information.  Any  knowledge  weakness  and 
they  will  sniff  if  ouf.  Also,  presenf  your  ideas  from  a  h5^ofhefical  angle.  Ask, 
“Whaf  if  we....” 

People  who  think  they  know  it  all  are  fricky  because  fhey  gloss  over  impor- 
fanf  defails  or  exaggerafe  fo  seem  like  fhey  know  everyfhing.  Be  sure  fo  always 
ask  for  clarification  on  any  ifems  fhaf  are  unclear.  This  way  you  can  differen- 
fiafe  between  whaf  fhey  say  fhey  know  and  whaf  fhey  fruly  know. 

The  person  who  says  “yes”  fo  everyfhing  is  appropriafely  named  fhe  yes. 
Such  people  agree  fo  do  any  fask  wifhouf  fhinking  practically  abouf  how  fhey 
will  accomplish  if.  They  may  juggle  20  projecfs  simulfaneously,  buf  will  always 
fake  on  more.  Often,  fhey  are  nof  able  fo  fulfill  cerfain  fasks  due  fo  fime 
consfrainfs.  Prevenf  being  bumf  by  such  people  by  making  fhem  commif  fo 
finishing  your  fasks  and  by  helping  fhem  manage  fheir  fime. 

The  maybe  refuses  fo  make  a  decision.  Such  people  sway  from  side  fo 
side  based  on  argumenfs  presenfed  af  fhe  fime,  buf  fhey  avoid  commiffing 
fo  one  side.  Help  fhem  come  down  from  fheir  fence  by  aiding  fheir  devel- 
opmenf  of  a  decision-making  process. 

The  nothing  refuses  fo  speak  up  when  upsef.  Nofhings  become  wifh- 
drawn.  Try  fo  guess  af  whaf  is  bofhering  fhem  by  asking  fhem  open-ended 
quesfions. 

The  no  is  fhe  exacf  opposife  of  fhe  yes.  Such  people  shoof  down  every 
suggestion  you  have  wifh  a  lof  of  negafive  reasons.  Make  fhese  people  useful 
by  having  fhem  froubleshoof  your  ideas.  They  may  find  a  pofenfial  problem 
where  you  have  nof.  When  dealing  wifh  such  people,  bring  up  negafive 
reasons  and  find  a  way  around  fhem  before  fhey  do. 

The  whiner  consfanfly  complains  abouf  everyfhing  from  fhe  weafher  fo 
politics.  Deal  wifh  such  people  by  focusing  on  fhe  positive  aspecfs  of  fhe  issue 
fhey  are  complaining  abouf.  If  fhey  continue  fo  complain,  walk  away. 

Table  8.2  describes  each  personalify  fype  and  tips  for  dealing  wifh  each. 

Toropov  (1997)  proposed  a  second  contiicf  personalify  model:  a  four 
square  model  fhaf  includes  four  main  personalify  f5q)es:  fhe  sharpshoofer, 
fhe  lone  ranger,  fhe  professor,  and  fhe  cheerleader  (Table  8.3).  Toropov  sug- 
gesfs  fhaf  by  mirroring  a  personalify  fo  a  specific  personalify  type,  you  can 
more  effectively  manage  conflicts  with  them.  Following  are  scenarios  that 
highlight  characteristics  of  each  personalify  t5q)e. 

The  sharpshooter 

Agnes,  fhe  disfricf  manager,  asked  Gary,  fhe  pharmacisfs’  sched¬ 
uler,  fo  come  up  wifh  a  new  sysfem  fo  schedule  pharmacisfs.  She 
requesfed  fhaf  fhe  original  draff  be  submiffed  by  Tuesday.  If  is 
now  Friday  and  Gary  has  only  a  vague  idea  of  how  fo  frame  fhe 
new  sysfem.  Agnes  confronfs  Gary,  “I  fold  you  I  wanfed  fhaf  draff 
3  days  ago.  Whaf  is  going  on?” 
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Table  8.2  Tips  for  Dealing  with  Specific  Personality  Types 


Personality  Type 

Characteristics 

Tips  to  Deal  with  the  Type 

Tank 

• 

Forceful  personalities 

• 

Hold  your  ground 

• 

Tend  to  go  on  tirades 

• 

• 

Be  brief 

Interrupt  the  attack 

Sniper 

• 

Interject  disparaging 
comments  in  public 
places  for  maximum 
effect 

• 

• 

• 

Stop  speaking 

Look  directly  at  sniper 
Ask  direct  questions 

Grenade 

• 

• 

Hide  anger  until  it 
reaches  epic  proportions 
Scream 

• 

• 

Get  their  attention 
Quickly  get  to  the 
underlying  problem 

Know-it-all 

• 

Extremely  know 
ledgeable 

• 

Know  your  informa¬ 
tion 

• 

Closed  minded 

• 

Present  your  view 
hypothetically 

Think-they-know-it-all 

• 

• 

Exaggerate 

Gloss  over  unknown 
details 

• 

Ask  for  clarification  on 
specifics 

Yes 

• 

• 

Want  to  please 

Promise  unrealistic 
things 

• 

• 

Help  them  manage 
time 

Make  them  commit  to 
finish  things 

Maybe 

• 

• 

Cannot  or  will  not  make 
a  decision 

Pickle 

• 

Help  them  build  a 

decision-making 

process 

Nothing 

• 

• 

Refuse  to  speak  up 
Withdrawn 

• 

• 

Try  to  guess  what  is 
bothering  them 

Ask  open-ended 
questions 

No 

• 

Pocus  on  the  negative 

• 

• 

Use  them  to  find 
potential  problems  in  a 
plan  of  action 

Bring  up  negative 
items  before  they  do 

Whiner 

• 

Constantly  complain 

• 

Pocus  on  positives 

Source:  Adapted  from  Brinkman,  R.  and  Kirschner,  R.  Dealing  with  People  You  Can’t  Stand.  New 
York:  McGraw-Hill,  1994. 


Gary  calmly  replies,  “I  know  how  important  details  are  to  you. 
Instead  of  turning  in  a  rough  draft,  I  need  more  time  to  think 
about  the  scheduling  system  so  that  it  runs  perfectly” 

Gary  is  mirroring  Agnes’  sharpshooter  style  by  accommodating  what 
she  typically  wants  from  him. 
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Table  8.3  Toropov’s  Four  Square  Model  of  Dealing  with  People 
Personality  Type  Description 


Sharpshooter 
Lone  ranger 

Professor 

Cheerleader 


Highly  motivated;  values  quality  over  quantity 
Likes  individual  glory  and  undertakes  massive  workloads  to 
achieve  glory 

Likes  to  find  and  overcome  difficulties  in  order  to  maintain 
smooth  workflow 
Into  motivation  and  teamwork 


Source:  Adapted  from  Toropov,  B.  The  Art  and  Skill  of  Dealing  with  People.  Paramus,  NJ:  Prentice 
Half  1997. 

The  lone  ranger 

Nick  and  Moe  cannot  agree  on  how  to  market  their  company’s 
new  drug  because  Moe  refuses  to  share  any  information  with 
Nick.  Nick,  who  is  getting  nervous  about  the  situation,  says  to 
Moe,  “If  we  are  to  make  this  deadline  and  turn  in  an  outstanding 
marketing  strategy,  I  need  you  to  give  me  some  of  the  information 
you  have.” 


The  professor 

Edwin  is  a  staff  pharmacist  working  for  Jo-Lyrme  at  Dirt  Cheap 
Pharmacy  Edwin  is  in  charge  of  returning  outdated  medications 
to  the  warehouse  for  credit.  The  outdated  drugs  can  be  returned 
only  within  2  months  of  their  expiration  or  Jo-Lyrme  receives  a 
drastic  decrease  in  credit.  Lately,  Jo-Lyrme  notices  that  the  drugs 
are  not  being  pulled  off  the  shelves  in  a  timely  fashion.  When  she 
asks  Edwin  why  he  is  not  performing  his  job,  he  answers,  “It  ruins 
the  workflow.” 


Jo-L5mne  returns  to  the  pharmacy  later  with  a  checklist  detailing 
specific  days  and  times  when  the  drugs  should  be  pulled  and 
returned,  integrating  this  function  into  the  workflow. 

Here,  Jo-L5mne  is  mirroring  Edwin’s  professor  style. 

The  cheerleader 


Molly  is  the  manager  of  a  chain  pharmacy.  She  notices  her  nor¬ 
mally  enthusiastic  lead  technician,  Erankie,  acting  withdrawn  and 
quiet.  When  Molly  questions  Erankie,  she  discovers  that  Erankie 
and  another  technician,  Jane,  recently  argued  about  scheduling. 
Molly  quietly  takes  Erankie  aside  and  states,  “You  are  an  excellent 
technician.  You  are  a  key  player  on  this  pharmacy  team  and  we 
need  you  at  this  store  to  make  it  run  effectively” 

Molly  is  the  t5q)ical  cheerleader,  motivating  Erankie. 
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Everyday  practices  to  minimize  conflict 

Lyles  (2000)  discusses  a  major  strategy  to  minimize  the  likelihood  of  conflict. 
Lyles  writes  that  you  should  positively  motivate  those  with  whom  you  spend 
time.  Do  this  by  praising  them,  including  them  in  important  decisions,  and 
recognizing  their  efforts. 

Another  strategy  includes  respecting  people’s  personal  space.  There  is 
a  prescribed  area  that  surrounds  a  person  and  should  not  be  entered.  This 
space  decreases  with  your  knowledge  of  fhe  person.  If  may  be  disconcerting 
for  coworkers  when  you  sfand  over  fheir  shoulders,  buf  may  feel  normal  fo 
close  friends.  People  can  be  puf  on  fhe  defensive  when  you  invade  fheir 
space. 

Paying  close  attention  fo  your  body  language  and  fhaf  of  ofhers  can  help 
avoid  conflicf  sif nations.  Is  someone  having  difficulfy  meeting  your  eye?  Maybe 
fhere  is  a  sif  nation  wifh  fhem  fhaf  can  be  faken  care  of  before  if  even  begins. 

As  in  fhe  fhird  sfep  of  fhe  conflicf  managemenf  pafhway,  find  common- 
alifies.  Emphasize  fhaf  even  fhough  fhere  are  differences  among  people, 
everyone  confribufes  fo  fhe  greaf  whole.  The  feamwork  menfalify  is  more 
emotionally  neufral  fhan  competition. 

Getting  the  best  out  of  yourself 

To  be  an  effective  conflicf  manager,  you  musf  enfer  each  sifuafion  wifh  fhe 
same  mind  sef.  You  have  fo  be  confidenf  and  projecf  fhaf  confidence  fo  fhose 
wifh  whom  you  are  in  conflicf.  A  sure  way  fo  fake  confidence  you  do  nof 
feel  is  fo  mainfain  good  posfure  and  eye  confacf.  Along  wifh  confidence,  you 
musf  be  enfhusiasfic.  Apafhy  will  gef  you  nowhere  if  you  are  frying  fo  resolve 
differences.  Be  a  skilled  lisfener.  Practice  discriminative  lisfening  af  every 
opporf unify.  Make  yourself  undersfood.  Use  clear  and  concise  communica- 
fion.  Know  your  influence. 

Health  care  professionals  in  management 

The  following  secfions  analyze  fhe  conflicf  scenarios  in  Table  8.1  using  fhe 
sfeps  of  fhe  conflicf  managemenf  pafhway. 

Wesley,  Mrs.  Montoya,  and  the  insurance  card 

Step  1:  Wesley  has  done  all  he  can  wifh  fhe  insurance  card  Mrs.  Monfoya 
has  given  him.  He  knows  fhaf  his  only  recourse  is  fo  go  fo  fhe  righf 
“person”  —  fhe  insurance  company. 

Step  2:  “Mrs.  Monfoya,  I  undersfand  fhaf  you  are  upsef  abouf  fhe  insur¬ 
ance  and  feel  like  you  have  a  problem  every  time  you  come  fo  fhis 
pharmacy.” 

Step  3:  “I  know  we  need  fo  gef  fhis  sifuafion  sfraighfened  ouf  so  we  can 
gef  you  your  medication.” 


136 


Managing  Pharmacy  Practice 


Step  4  and  Step  5:  Although  Wesley  is  annoyed  at  Mrs.  Montoya’s  rude¬ 
ness,  he  tries  to  remember  that  the  problem  is  not  with  Mrs.  Montoya 
—  it  is  an  insurance  problem. 

Step  6:  “If  you  do  not  mind  waiting,  I  can  take  this  up  with  your  insurance 
company  and  find  ouf  whaf  fhe  problem  is.  If  if  is  somefhing  fhaf 
can  be  resolved  now,  fhen  I  will  fake  care  of  if.  Ofherwise,  will  you 
be  all  righf  if  I  give  you  a  few  days’  worfh  of  medication  fo  hold  you 
until  fhe  problem  can  be  fixed?’’ 

Step  7:  Affer  waifing  on  hold,  fhe  insurance  agenf  informs  Wesley  fhaf 
fhe  pafienf  is  no  longer  covered  and  fhaf  Mrs.  Montoya  should  con- 
facf  her  benefifs  office.  When  Wesley  relays  fhaf  informafion  fo  Mrs. 
Montoya,  her  face  fums  a  moffled  shade  of  red.  Wesley  offers  again 
fo  give  her  some  medication.  Mrs.  Montoya  accepfs  fhe  offer  and 
vows  fo  “eaf  her  insurance  company  alive.’’ 

Wesley  fhinks  fhaf  he  explored  every  option  for  fhe  pafienf.  He  can  now 
move  onfo  fhe  nexf  problem  wifh  aplomb. 

The  drug  formulary  debate 

Step  1:  Kermefh  knows  fhaf  he  needs  fo  deal  wifh  Dr.  Decker  in  order  fo 
gef  a  grip  on  fhe  sifuafion. 

Step  2:  “Dr.  Decker,  I  can  fell  fhaf  you  are  a  busy  person  and  fhaf  your 
fime  is  valuable.  I  can  also  fell  fhaf  you  fhink  fhe  hospifal’s  formulary 
is  resfricfive.” 

Step  3:  “You  and  I  musf  work  fogefher  fo  find  a  solution  for  Mrs.  Radley. 
We  do  nof  wanf  her  up  half  fhe  nighf  again  wifh  sfomach  acid.” 

Step  4  and  Step  5:  Kennefh  keeps  repeafing  fo  himself  fhaf  fhis  is  nof 
abouf  a  nasfy  physician,  buf  fhaf  he  is  working  on  a  formulary  issue. 

Step  6:  “If  you  would  like.  Dr.  Decker,  I  can  aufomafically  change  fhe 
order  fo  Prevacid.  If  you  really  wanf  fhe  pafienf  on  Prilosec,  Mrs. 
Radley  will  need  you  fo  fill  ouf  a  nonformulary  requesf  sheef.” 

Step  7:  Dr.  Decker  is  sfill  nof  happy,  buf  grudgingly  gives  fhe  okay  fo 
change  fhe  order  fo  Prevacid.  Kermefh,  on  fhe  ofher  hand,  is  happy 
fhaf  he  single-handedly  saved  Mrs.  Radley  from  anofher  sleepless 
nighf. 

The  Concerta®  Crisis 

Step  1:  Andy  and  Branf  decide  fhaf  fhey  need  fo  sif  down  wifh  Mike  and 
falk  fhis  ouf. 

Step  2:  Andy  consoles  Mike,  “We  know  fhaf  you  feel  like  we  are  ouf  fo 
make  you  look  bad.  You  also  feel  like  you  are  under  pressure  wifh 
fhis  projecf  considering  your  personal  sifuafion  righf  now.” 
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Step  3:  Brant  continues,  “The  three  of  us  have  to  pull  together  to  get  this 
DUR  done.  The  department  is  depending  on  our  research  of  Concerfa 
use.  All  of  us  care  deeply  abouf  our  jobs  and  fhe  work  fhaf  we  do.” 

Step  4;  On  a  roll,  Branf  says,  “This  is  nof  really  abouf  personal  issues. 
This  is  abouf  time  managemenf.  We  have  fwo  days  fo  finish  fhis.” 

Step  5:  Andy  fhinks  fhaf  because  Mike  falked  abouf  some  unresolved 
personal  problems,  maybe  he  is  feeling  insignificanf  or  ouf  of  confrol. 
If  Andy  and  Branf  make  Mike  feel  as  if  fhe  work  he  does  is  crucial 
fo  fhe  projecf’s  success  (which  if  is),  fhen  Mike  will  be  up  fo  fhe  fask 
of  doing  his  work. 

Step  6:  Andy  and  Branf  make  if  clear  fhaf  fhey  will  be  available  fo  Mike 
af  any  hour  if  he  has  questions  or  problems  wifh  fhe  projecf,  buf  fhey 
will  nof  do  his  work. 

Step  7:  Tragedy  sfrikes  when  fhe  projecf  is  due  and  Mike  still  has  nof 
complefed  fhe  projecf.  Andy  and  Branf  acknowledge  fhaf  fhey  fried 
fo  help  Mike  and  did  everyfhing  fhey  could  wifhouf  compromising 
fheir  morals.  They  bofh  feel  angry  af  Mike  and  embarrassed  fhaf  a 
projecf  fhaf  was  given  fo  fhem  was  nof  complefed  on  fime.  The  pair 
decides  fhaf  if  fhey  are  given  anofher  DUR  fo  complefe  and  Mike  is 
assigned  fo  fheir  group,  fhey  will  requesf  fo  have  anofher  member 
fake  Mike’s  place  in  view  of  fhis  recenf  developmenf. 


Conclusion 

Remember  fhaf  conflicf  does  nof  have  fo  be  a  win-lose  sifuafion.  There  are 
many  layers  fo  every  problem  and  many  ways  fo  manage  every  problem. 
Hopefully,  fhis  chapfer  has  provided  a  framework  fo  accomplish  conflicf 
managemenf.  Good  luck! 


Bibliography 

Arnold,  J.D.  When  the  Sparks  Fly:  Resolving  the  Conflicts  in  Your  Organization.  New 
York:  McGraw-Hill,  1993. 

Blanchard,  K.  and  Johnson,  S.  The  One  Minute  Manager.  New  York:  William  Morrow, 
1982. 

Blanchard,  K.  and  O’Connor,  M.  Managing  by  Values.  San  Francisco:  Berrett-Koehler 
Publishers,  1997. 

Brinkman,  R.  and  Kirschner,  R.  Dealing  with  People  You  Can’t  Stand.  New  York: 
McGraw-Hill,  1994. 

Burley-Allen,  M.  Managing  Assertively.  New  York:  John  Wiley  &  Sons,  1995. 

Cloke,  K.  and  Goldsmith,  J.  Resolving  Conflicts  at  Work.  San  Francisco:  Jossey-Bass, 
2000. 

Fujishin,  R.  Discovering  the  Leader  Within:  Running  Small  Groups  Successfully.  San 
Francisco:  Acada  Books,  1997. 

Gootnick,  M.M.  and  Gootnick,  D.  Action  Tools  for  Effective  Managers.  New  York:  Ama- 
com,  2000. 


138 


Managing  Pharmacy  Practice 


Hersey,  P.  The  Situational  Leader.  New  York:  Warner  Books,  1984. 

Levey,  I.  Getting  the  Best  out  of  Yourself  and  Others.  New  York:  Harper  &  Row,  1987. 
Lucas,  R.  Effective  Interpersonal  Relationships.  New  York:  Mirror  Press,  1994. 

Lyles,  D.  Winning  Ways.  New  York:  G.P.  Putnam’s  Sons,  2000. 

McClure,  L.  Anger  and  Conflict  in  the  Workplace.  Manassas  Park,  VA:  Impact  Publica¬ 
tions,  2000. 

Minor,  M.  Preventing  Workplace  Violence:  Positive  Management  Strategies.  Menlo  Park, 
CA:  Crisp  Publications,  1995. 

Solomon,  M.  Working  with  Difficult  People.  Englewood  Cliffs,  NJ:  Prentice  Hall,  1990. 
Toropov,  B.  The  Art  and  Skill  of  Dealing  with  People.  Paramus,  NJ:  Prentice  Hall,  1997. 
Ury,  W.,  Brett,  J.M.,  and  Coldberg,  S.B.  Getting  Disputes  Resolved.  San  Francisco: 
Jossey-Bass  Management  and  the  Jossey-Bass  Social  and  Behavioral  Science 
Series,  1988. 

Weisinger,  H.  Anger  at  Work.  New  York:  William  Morrow,  1995. 


chapter  nine 


Accounting  principles 


Robert  J.  Votta 


Contents 


Introduction  to  accounting .  139 

The  definition  of  accounfing .  140 

The  need  for  accounfing  and  fhe  accounfing  enfify  concepf .  140 

General  accepfed  accounfing  principles .  141 

Accounfing  planning  and  budgefing .  141 

Users  of  accounfing  dafa . 142 

Developing  an  accounfing  sysfem .  142 

The  accounfing  equafion .  142 

Mainfaining  journals  and  ledgers .  143 

Financial  sfafemenfs .  146 

The  accounfing  cycle .  149 

Inferprefafion  of  financial  sfafemenfs .  149 

Comparafive  financial  sfafemenfs  analysis .  149 

Analyses  used  by  creditors,  owners,  and  managemenf . 150 

Solvency .  152 

Efficiency .  155 

Long-term  financial  condifion .  158 

Audifing .  160 

Conclusion .  160 

Bibliography .  161 


Introduction  to  accounting 

Accounfing  is  fhe  essence  of  any  business  organization  as  if  provides  a  useful 
fool  for  creditors,  employees,  invesfors,  managers,  owners,  and  all  interested 
parties  to  make  well-informed  business  decisions.  Accounfing  is  basically 
an  artificial  business  language.  Some  basic  accounfing  and  financial  ferms 
include  accruals,  payables  and  receivables,  yields,  and  evaluations.  If  is 
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essential  that  this  artificial  language  be  comprehended  for  effecfive  financial 
decision  making.  The  more  accounting  knowledge  a  pharmaceutical  profes¬ 
sional  acquires,  fhe  better  armed  fhis  person  will  be  fo  enfer  fhe  business 
markefplace.  The  pharmaceufical  professional  will  nof  only  have  a  better 
undersfanding  of  accounfing  information,  buf  will  also  know  how  fo  compile 
if,  use  if,  and  recognize  fhe  limifafions  of  accounfing. 

The  definition  of  accounting 

Accounfing  is  fhe  process  of  analyzing,  classifying,  recording,  summarizing, 
and  inferprefing  business  information  info  undersfandable  financial  ferms 
fo  facilifafe  effecfive  business  decision  making.  The  firsf  parf  of  fhe  definition 
refers  fo  fhe  following: 

•  Analyzing  enfails  examining  business  fransacfions  fhaf  involve  basic 
ongoing  acfivifies,  such  as  invesfing  personal  cash  or  equipmenf  info 
fhe  business,  purchasing  supplies  wifh  cash  or  credif,  and  fhe  like. 

•  Classifying  refers  fo  fhe  acfivify  of  providing  a  name  for  each  specific 
accounf  analyzed  in  fhe  fransacfions,  such  as  assefs,  liabilifies,  and 
owner’s  equity. 

•  Recording  is  the  process  of  wrifing  fhe  accounfing  fransacfions  in 
journals,  ledgers,  and  financial  sfafemenfs  fo  provide  a  permanenf 
record  of  fhe  accounfing  acfivifies. 

•  Summarizing  is  fhe  fofaling  of  fhe  ledgers  and  sfafemenfs  in  order  fo 
acquire  final  figures  fo  be  used  in  fhe  nexf  sfep. 

•  Interpreting  involves  fhe  various  inferesfed  parties  analyzing  fhe  final 
fofals  fo  facilifafe  comprehensive  and  effecfive  business  decisions. 

The  need  for  accounting  and  the  accounting  entity  concept 

There  are  vifal  reasons  for  using  accounfing  concepfs.  Firsf,  annually  com¬ 
piling  and  presenfing  fhe  firm’s  financial  dafa  can  provide  a  picfure  of  fhe 
financial  hisfory  of  fhe  organizafion.  The  financial  history  of  a  firm  is  nof 
always  available  wifhouf  accounfing  sfafemenfs,  and  fhe  financial  hisfory  of 
a  pharmacy  is  imporfanf  in  many  invesfmenf  decisions.  Second,  an  imme- 
diafe  snapshof  of  a  pharmacy’s  financial  condition  is  provided  via  financial 
sfafemenfs  such  as  a  balance  sheef,  income  sfafemenf,  or  sfafemenf  of 
owner’s  equify.  Invesfors,  company  managers,  credifors,  governmenfal 
agencies,  and  fhe  general  public  can  analyze  and  inferpref  fhis  accounfing 
dafa  for  effecfive  business  decision  making. 

While  fhere  are  many  ofher  advanfages  fo  accounfing,  one  inferesfing 
use  revolves  around  a  sifuafion  referred  fo  as  fhe  accounfing  or  separate 
enfify  concepf.  An  accounfing  enfify  is  any  organizational  unif  for  which 
financial  dafa  is  gafhered  and  inf erp refed  for  decision  making  purposes.  For 
example,  in  addifion  fo  personal  ifems,  a  single  enfrepreneur,  Amy  Harris, 
owns  a  pharmacy,  a  resfauranf,  a  bakery,  and  a  delivery  service.  Each  busi- 
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ness  owned  by  Harris  must  keep  separate  and  distinct  accounting  records 
because  all  activities  combined  would  be  useless  for  decision  making  within 
any  single  unit.  Therefore,  she  cannof  pay  a  purchasing  order  for  fhe  resfau- 
ranf  wifh  cash  receipfs  from  fhe  bakery  or  pharmacy  A  sef  of  accounting 
records  is  developed  for  each  of  her  individual  businesses  fo  facilifafe  plan¬ 
ning  and  confrolling  decisions,  and  her  accounfanfs  musf  focus  on  each 
individual  business  as  a  separafe  and  disfincf  business  unif.  This  is  jusf  one 
of  fhe  many  accounfing  rules  and  requiremenfs  included  under  fhe  generally 
accepfed  accounfing  principles. 

Generally  accepted  accounting  principles 

Consisfency  is  an  essential  aspecf  of  accounfing  and  because  if  is  vifal  for 
everyone  who  acquires  accounfing  reporfs  fo  be  able  fo  inferpref  fhem,  a  sef 
of  guidelines  has  been  developed.  These  guidelines  describing  how  fhe 
accounfing  process  should  be  complefed  are  called  fhe  generally  accepfed 
accounfing  principles  (GAAPs). 

The  GAAPs,  developed  and  agreed  upon  by  accounfanfs,  provide  fhe 
rules  fhaf  cover  financial  accounfing  rafher  fhan  ofher  fypes  of  accounfing 
such  as  fax  accounfing.  In  relation  fo  a  pharmacy,  financial  accounfing  devel¬ 
ops  financial  sfafemenfs  fhaf  reporf  fhe  pharmacy’s  overall  performance  fo 
infernal  and  exfemal  users. 

Accounting  planning  and  budgeting 

A  crucial  managemenf  fask  is  fo  projecf  where  fhe  pharmacy  should  be  in 
fhe  fufure  and  consider  fhe  sfeps  needed  fo  achieve  fhis  goal.  A  vifal  parf 
of  fhis  plarming  process  is  fo  creafe  budgefs  fhaf  acf  as  fools  fo  facilifafe  fhese 
business  decisions. 

Budgefs  are  usually  operational  (shorf-ferm)  plans  concerning  sales  and 
profif  forecasfs  wifhin  fhe  nexf  year.  In  essence,  fhey  are  organizational 
financial  plans  expressed  in  monefary  ferms  for  fufure  periods  of  fime.  Three 
fypes  of  budgefs  are  commonly  used  by  pharmacies: 

1.  Cash  budget.  Is  a  schedule  of  cash  receipfs  and  disbursemenfs  reflecf- 
ing  a  pharmacy’s  projecfed  cash  inflows  and  oufflows. 

2.  Operating  budget.  Presenfs  a  pharmacy’s  anficipafed  revenues  and 
expenses.  In  addition  fo  fhe  cash  budgef,  a  sales  expense  budgef 
provides  a  vifal  degree  of  managemenf  confrol. 

3.  Capital  budget.  Shows  a  pharmacy’s  possible  invesfmenf  in  fixed  assefs. 

Hospifals,  chain  pharmacies,  and  long-ferm  care  pharmacy  providers 
commonly  use  capifal  budgefs  more  of  fen  fhan  small  local  pharmacies. 
Because  plarming  involves  an  esfimafe  of  fufure  demand,  if  is  an  exfremely 
difficulf  and  inexacf  process.  Therefore,  many  forecasfs  of  demand  are  for 
fhe  shorf  ferm,  usually  for  fhe  nexf  6  fo  12  monfhs. 
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Users  of  accounting  data 

Compiling  organized  financial  records  guarantees  that  needed  accounting 
information  is  available  on  a  timely  basis  to  internal  and  external  users.  For 
external  purposes,  these  accurate  accounting  statements  are  essential  for 
meeting  the  requirements  of  creditors,  tax  obligations,  concerns  of  outside 
investors,  and  the  general  public.  For  example,  the  Internal  Revenue  Service 
(IRS)  and  regulatory  agencies  such  as  the  boards  of  pharmacy  require 
detailed  accounting  information  about  a  pharmacy.  In  addition,  investors 
and  creditors  may  be  interested  in  the  liquidity  or  profitability  of  a  specific 
pharmacy  for  their  respective  investment  and  credit-availability  decisions. 

Internal  uses  by  company  managers  at  all  levels  include  inventory  con¬ 
trol,  depreciation  valuation,  cash  flow,  and  availability.  Additional  internal 
reasons  for  the  proper  use  of  accounting  records  parallel  a  major  external 
concern,  i.e.,  liquidity  and  profitability,  which  are  also  serious  internal  con¬ 
cerns  for  pharmaceutical  managers. 

Developing  an  accounting  system 

Numerous  activities  occur  on  a  daily  basis  that  can  change  assets  (things 
that  we  own,  e.g.,  a  computer),  liabilities  (debts  that  we  owe,  e.g.,  notes 
payable),  and  the  owner’s  equity  (the  worth  of  the  owner,  e.g.,  Amy  Harris, 
capital).  These  changing  events  must  be  entered  in  accounting  records. 
Developing  a  set  of  financial  records  is  the  responsibility  of  the  firm’s  owner, 
and  a  system  should  be  developed  that  is  compatible  with  the  company’s 
owner  and  managers  who  use  this  information. 

An  entrepreneur  who  becomes  the  owner  initially  creates  a  firm  with  a 
personal  investment.  Then,  the  new  firm  purchases  and  sells  assets,  collects 
receivables,  pays  liabilities,  and  conducts  many  other  business  activities 
called  transactions.  Each  transaction  must  be  evidenced  with  a  business 
document.  For  example,  a  business  entity  that  purchases  office  furniture 
costing  $500  by  paying  $200  in  cash  and  the  balance  of  $300  on  credit  should 
provide  the  accountant  with  a  purchase  invoice  verifying  the  price  and 
quantity,  a  check  stub  of  the  owner’s  checkbook  or  a  receipt  for  a  cash 
payment,  and  a  bill  that  the  balance  of  $300  is  due  in  30  days  (an  accounts 
payable).  These  documents  evidence  accounting  information  used  by 
accountants  and  are  available  for  current  and  future  review  by  independent 
certified  public  accountants. 

The  accounting  equation 

Each  transaction  is  analyzed  by  using  the  accounting  equation  because  the 
financial  position  of  a  firm  is  affected  by  every  transaction. 

The  accounting  equation  is  as  follows: 


Assets  =  Liabilities  +  Owner’s  equity 
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An  example  of  a  transaction  is  as  follows.  Amy  Harris  invests  $50,000  cash 
in  her  business  as  of  May  1: 

Assets  =  Liabilities  +  Owner’s  equity 

+$50,000  =  +  +$50,000 

$50,000  =  $50,000  =  (both  sides  of  the  equation  in  balance) 

This  example  reflects  the  concept  of  double-entry  accounting,  in  which 
there  are  offsetting  entries  for  each  transaction,  in  accounting  terminology, 
for  each  debit  entry  there  must  be  a  corresponding  credit  entry  in  order  to 
maintain  a  consistent  balance.  The  possibility  for  error  is  reduced  by  creating 
the  system  of  checks  and  balances. 

Maintaining  journals  and  ledgers 

Many  other  t5q)es  of  transactions  occur  after  analyzing  the  accounting  equa¬ 
tion  and  classifying  different  account  titles,  such  as  cash,  account  receivables, 
account  payables,  and  capital.  It  is  necessary  to  record  the  transactions  in 
various  journals. 

Types  of  journals 

This  third  part  of  the  accounting  definition  outlines  the  process  in  which 
transactions  are  officially  recorded.  A  journal  provides  the  history  of  all 
transactions  recorded  by  the  dates  of  occurrence.  There  are  many  types  of 
journals,  including  the  general  journal,  the  sales  journal,  the  purchases  jour¬ 
nal,  and  the  cash  receipts  journal.  The  following  four  journals  reflect  two 
main  advantages  for  an  accounting  system:  they  strengthen  managerial  con¬ 
trol  and  increase  processing  efficiency. 

In  a  general  journal,  a  detailed  description  of  each  transaction  is  pro¬ 
vided  and  journalized  (recorded).  As  it  is  the  initial  record  of  each  transac¬ 
tion,  this  journal  is  referred  to  as  the  book  of  original  entry.  The  general 
journal  includes  the  date,  t5q)e  of  transaction,  and  dollar  amount  involved. 
It  is  the  simplest  form  of  journal  and  may  be  the  only  journal  used  by  a  firm 
because  it  includes  transactions  that  are  not  applicable  for  other  types  of 
journals.  However,  other  journals  are  often  used  as  one  journal  may  prove 
too  cumbersome  and  disorganized  for  a  corporation.  Table  9.1  presents  an 
example  of  a  general  journal  for  Amy  Harris’s  initial  investment. 

The  previously  detailed  information,  including  the  posting  reference 
(PR)  from  the  general  journal  and  all  other  journals,  is  posted  to  the  general 
ledger.  The  general  ledger  is  outlined  in  the  next  section.  A  sales  journal  is 
used  to  record  all  sales  of  merchandise  on  account  only  and  is  viable  for 
firms  that  survive  on  credit  sales  such  as  third-party  prescriptions.  The 
entries  to  this  journal  become  accounts  receivable.  The  sales  journal  records 
the  sales,  date,  merchandise,  and  amount  due. 
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Table  9.1  Example  of  a  General  Journal  for  Initial  Investment 


Date 

Account  Titles /Explanation  Posting 

Reference 

Debit 

Credit 

2002 

Cash 

111 

50,000 

May  1 

Amy  Harris,  Capital 

311 

50,000 

Note:  To  record  the  initial  investment  by  the  owner  to  start  the  firm  called  Harris 
Pharmacy. 


A  purchases  journal  is  a  record  of  all  purchases  made  on  account  only 
and  helps  avoid  repetition  in  the  general  journal.  A  purchases  journal  reflects 
the  supplier,  t5^e  of  merchandise  purchased,  amount  owed,  and  the  due 
date  for  payment.  The  total  of  this  journal  can  be  completed  at  any  time  to 
compute  the  total  dollar  amount  owed  to  all  suppliers  and  the  due  dates  for 
each  payment. 

A  cash  payments  journal  is  used  to  record  all  transactions  (usually  by 
check)  in  which  cash  is  paid  or  decreases.  It  also  outlines  disbursements  to 
suppliers  on  a  cash  basis  and  credit  payments  previously  entered  in  the 
purchases  journal.  The  transactions  are  recorded  by  indicating  to  whom  the 
payment  was  made,  amount  owed,  date,  any  discounts  included,  and  actual 
amount  paid.  The  importance  of  a  cash  payments  journal  is  that  all  outflows 
of  money  from  the  business  are  reflected  here.  An  individual  entry  in  the 
cash  payments  journal  is  usually  not  necessary  for  petty  cash,  which  is  kept 
in  the  cash  register  for  very  small  transactions.  These  are  accounted  for  only 
in  the  cash  payments  journal’s  total. 

A  cash  receipts  journal  includes  all  cash  receipts  and  cash  increases.  It 
also  includes  sales  and  payments  from  credit  customers  previously  entered 
in  the  sales  journal.  Cash  register  totals,  cash  receipts  from  credit  sales,  and 
from  whom  the  cash  was  received  are  included  here.  The  advantage  is  that 
all  transactions  involving  increases  in  cash  are  recorded  in  one  place.  Cash 
sales  payable  by  credit  customers  are  outlined  here,  and  by  comparing  this 
journal  with  the  sales  journal,  one  can  determine  who  pays  their  bills  punc¬ 
tually  and  who  is  perermially  late.  In  addition,  by  comparing  this  journal 
with  the  cash  receipts  journal,  cash  inflow  and  outflow  can  be  determined. 

Posting  to  the  ledgers 

In  the  sequential  order  of  the  accounting  cycle,  after  all  business  transactions 
are  analyzed,  they  are  journalized  in  the  general  journal  and  then  posted  to 
the  general  ledger.  Posting  is  the  transfer  of  amounts  from  the  general  journal 
to  the  specific  individual  accounts  in  the  book  of  final  entry,  the  general 
ledger.  Because  it  is  virtually  impossible  to  readily  determine  the  balance  of 
any  specific  account,  such  as  cash,  from  the  journal  entries,  the  general  ledger 
is  maintained  to  provide  a  complete  record  of  the  individual  accounts 
recorded  initially  as  entries  in  the  general  journal  and  also  reflected  on  the 
financial  statements.  It  is  essentially  a  book  containing  all  the  organization’s 
accounts. 
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Ledgers  effectively  total  the  amounts  of  specific  financial  activities  and 
prepare  them  to  be  used  in  the  various  statements,  e.g.,  the  balance  sheet 
and  income  statement.  Additional  ledgers  include  the  accounts  receivable 
and  accounts  payable  ledgers,  and  these  provide  a  handy  way  to  account 
for  payments  due  and  owed.  Receivables  and  payables  are  included  in  the 
general  ledger,  and  many  companies,  including  pharmaceutical  firms,  have 
many  suppliers  and  irmumerable  customers  who  need  these  specialized 
ledgers.  The  accounts  receivable  and  accounts  payable  ledgers  are  used  not 
only  to  facilitate  convenience  but  also  as  controlling  tools.  In  addition,  credit 
limits  established  for  customers  and  by  suppliers  are  included  in  the  ledgers 
and  management  is  alerted  when  any  account  approaches  the  predetermined 
credit  limits. 

Chart  of  accounts 

This  is  the  arrangement  of  all  general  ledger  accounts  in  a  sequential  order: 
assets  are  listed  first,  liabilities  second,  owner’s  equity  third,  revenue  fourth, 
and  expenses  fifth.  Table  9.2  presents  a  sample  ledger  of  accounts  for  Harris 
Pharmacy.  In  the  table,  the  order  of  accounts  consists  of  the  balance  sheet 
accounts  followed  by  the  income  statement  accounts,  with  the  account  num¬ 
bers  preceding  the  account  titles.  In  the  posting  process,  placing  the  account 

Table  9.2  Sample  Chart  of  Accounts 

Assets  (100-199) 

111  Cash 

112  Accounts  receivable 

113  Supplies 

114  Prepaid  insurance 

121  Equipment 

Liabilities  (200-299) 

211  Accounts  payable 

212  Notes  payable 

213  Wages  payable 

Owner’s  Equity  (300-399) 

311  A.  Harris,  capital 

312  A.  Harris,  drawing 

Revenue  (400-499) 

411  Sales 

Expenses  (500-599) 

511  Wages  expense 

512  Rent  expense 

513  Advertising  expense 

514  Utilities  expense 
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number  in  the  PR  column  of  the  journal  next  to  the  journal  entry  and  placing 
the  journal  page  number  in  the  PR  column  in  the  specific  ledger  account  is 
called  cross-referencing. 

Financial  statements 

A  financial  statement  is  a  report  developed  by  the  accounting  department 
for  both  internal  and  external  users.  Numerous  statements  are  developed  by 
way  of  journal  and  ledger  entries.  However,  a  firm  uses  four  major  financial 
statements  to  report  its  financial  condition: 

1.  Income  statement 

2.  Statement  of  owner’s  equity 

3.  Balance  sheet 

4.  Statement  of  cash  flows 

These  statements  provide  a  snapshot  of  the  business  in  relation  to  profit 
and  losses  increases  and  decreases  in  capital,  status  of  assets  and  debts,  and 
the  efficient  or  inefficient  use  of  cash  by  the  firm. 

Income  statement 

The  most  popular  statement  is  the  income  statement,  also  referred  to  as  the 
profit  and  loss  statement.  This  statement  reflects  the  results  of  all  business 
transactions  over  a  period  of  time  and  is  a  summary  of  all  the  firm’s  earned 
revenue,  i.e.,  income  from  sales  and  services  less  all  expenses  incurred,  i.e., 
costs  associated  with  the  earning  process.  The  income  statement  usually 
covers  a  specific  period  of  time  selected  by  the  firm,  generally  called  a  fiscal 
period.  The  fiscal  period  basically  describes  a  business  year,  e.g.,  beginning 
on  May  1,  2002,  and  ending  on  April  30,  2003.  Many  firms  use  a  calendar 
year  extending  from  January  1  to  December  31  of  the  same  year  as  their 
fiscal  year. 

Income  statements  are  generally  completed  on  a  monthly  basis,  espe¬ 
cially  in  a  pharmacy,  because  it  is  essential  to  keep  track  of  the  company’s 
profitability  in  a  timely  maimer  in  order  to  institute  corrective  actions  when 
necessary.  When  total  revenue  exceeds  total  expenses  over  the  period 
selected,  the  remaining  positive  amount  reflects  a  net  income  (pro fit). When 
the  opposite  occurs  and  total  expenses  exceed  total  revenue,  the  result  is  a 
net  loss.  Table  9.3  presents  a  brief  sample  of  an  income  statement. 

Many  firms,  such  as  KYW  Radio  in  Philadelphia,  sustain  a  loss  for  a 
number  of  years  before  the  year  they  realize  their  initial  profit.  This  station 
changed  from  a  country-western  format  in  the  1960s  to  all-news  radio  and 
did  not  realize  its  first  year  of  complete  profit  until  about  1983.  Since  that 
time,  KYW  has  consistently  been  at  the  top  of  the  radio  market. 
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Table  9.3  Sample  of  an  Income  Statement 
Harris  Pharmacy 
Income  Statement 
For  the  month  ended  May  31,  20- 


Revenues 

Net  sales** 

$15,500 

Expenses 

Salaries  and  wages  expense 

$8,200 

Rent  expense 

$750 

Advertising  expense 

$125 

Utilities  expense 

$230 

Miscellaneous  expense 

$45 

Total  expenses 

$9,350 

Net  income 

$6,150 

®Net  sales  represents  the  dollar  amount  of  annual  sales  less  sales  tax 
and  any  sales  returns  and  allowances. 


Statement  of  owner’s  equity 

This  statement  reflects  the  changes  that  occurred  in  owner’s  equity  during 
the  period  included  on  the  income  statement.  The  accountant  uses  the  net 
income  or  net  loss  compiled  on  the  income  statement,  including  withdraw¬ 
als,  to  show  how  owner’s  equity  (capital  account)  has  changed  over  time, 
resulting  in  a  (new)  beginning  capital  balance  for  the  next  accounting  period. 
This  statement  is  also  referred  fo  as  fhe  sfafemenf  in  changes  in  sfockholders’ 
equify  for  a  corporafion  since  fhe  owners  are  shareholders  in  fhe  company. 
This  corporafe  form  includes  refained  earnings,  which  is  fhe  fofal  of  all  nef 
income  amounfs  less  all  dividends  (declared  earnings  disfribufed  fo  sfock¬ 
holders  on  a  periodic  basis)  paid  during  fhe  life  of  fhe  firm.  This  amounf 
reflecfs  fhe  parf  of  fhe  shareholders’  claims  fhaf  fhe  firm  has  earned  buf  nof 
confribufed.  Refained  earnings  are  nof  fhe  same  as  cash.  Table  9.4  presenfs 
a  brief  sample  of  fhis  sfafemenf. 

Table  9.4  Statement  of  Owner’s  Equity 
Harris  Pharmacy 
Statement  of  Owner’s  Equity 
For  the  month  ended  May  31,  20- 

A.  Harris,  capital.  May  1,  20- 

Add:  Net  income  for  May^  $6,150 

Less:  Withdrawals  by  the  owner  $4,000 

Increase  in  capital 

A.  Harris,  capital.  May  31,  20- 


$50,000 

$2,150 

$52,150 


®  The  net  income  amount  is  from  the  May  31  income  statement. 
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Balance  sheet 

This  statement  is  a  picture  of  a  firm’s  financial  posifion  as  of  one  day  in  fime. 
The  balance  sheef  includes  fhe  disfincf  balances: 

•  Assefs,  e.g.,  cash,  fumifure,  or  land 

•  Liabilifies,  e.g.,  nofes  or  wages  payable 

•  Owner’s  equify,  e.g.,  capifal  or  refained  earnings 

The  balance  sheef  changes  wifh  every  fransacfion  based  on  fhe  accounf- 
ing  equation: 


Assefs  =  Liabilifies  +  Owner’s  equify 

Assefs  are  fhings  of  value  fhaf  fhe  business  owns.  Liabilifies  are  amounfs 
fhaf  fhe  firm  owes  fo  ofhers  such  as  suppliers.  For  example,  fhe  amounf 
owed  on  fhe  purchase  of  a  compufer  is  a  liabilify.  Finally,  owner’s  equify 
represenfs  claims  of  fhe  owner,  wherein  claims  can  increase  by  personal 
invesfmenfs  from  oufside  fhe  business  and  by  earning  revenue  as  fhe  resulf 
of  conducfing  business.  Equify  fhaf  is  accumulafed  from  a  successful  busi¬ 
ness  and  kepf  by  fhe  firm  is  included  in  fhe  refained  earnings  accounf.  Table 
9.5  shows  fhe  balance  sheef  for  Flarris  Pharmacy. 

Statement  of  cash  flows 

An  essenfial  consideration  of  financial  managemenf  is  liquidify:  fhe  abilify 
fo  fum  assefs  info  cash  quickly.  Assefs  included  on  fhe  balance  sheef  are 


Table  9.5  Sample  of  a  Balance  Sheet 

Assets 

Flarris  Pharmacy 

Balance  Sheet 

May  31,  20- 

Liabilities  and  Owner’s  Equity 

Current  Assets 

Cash 

$24,800 

Current  Liabilities 

Accounts  payable 

$1,350 

Accounts  receivable 

$8,425 

Total  current  liabilities 

$1,350 

Merchandise  inventory 

$12,200 

Long-Term  Liabilities 

Prepaid  insurance 

$1,460 

Notes  payable 

$2,000 

Total  current  assets 

$46,885 

(due  after  one  year) 

Fixed  Assets 

Total  long-term  liabilities 

$2,000 

Equipment 

$5,215 

Total  liabilities 

$3,350 

Furniture  and  fixtures 

$3,400 

Owner’s  Equity 

Total  fixed  assets 

$8,615 

A.  Flarris,  capitaP 

$52,150 

Total  Assets 

$55,500 

Total  Liabilities  and 

Owner’s  Equity 

$55,500 

“The  new  capital  amount  is  from  the  May  31  statement  of  owner’s  equity. 


Chapter  nine:  Accounting  principles 


149 


Table  9.6  Statement  of  Cash  Flows 

Statement  of  Cash  Flows 
For  the  period  ending  May  31,  20- 


Cash  flow  (used  by)  operating  activities  $8,000 

Cash  flow  from  investing  activities  ($4,500) 

Cash  flow  from  financing  activities  ($1,500) 

Net  increase  or  decrease  in  cash  $2,000“ 


“The  cash  flows  involved  in  operating  activities  concern  changes  in  the 
current  asset  and  liability  accounts  whereas  investing  relates  to  changes 
in  fixed  assets,  except  accumulated  depreciation  and  financing  activities 
involve  changes  in  owner’s  equity  accounts. 

categorized  as  current  and  plant  (long-term),  with  current  assets  represent¬ 
ing  assets  that  can  be  readily  turned  into  cash  within  1  year,  such  as  cash, 
accounts  receivable,  supplies,  inventory,  and  prepaid  expenses.  Plant  assets, 
such  as  equipment,  buildings,  and  land,  take  longer  than  1  year  to  turn  into 
cash  and  are  therefore  not  as  liquid.  Note  that  assets  are  always  presented 
in  their  order  of  liquidity.  Because  cash  is  the  most  liquid  asset,  it  is  vital  to 
any  organization  to  keep  track  of  the  inflows  and  outflows  of  this  asset.  The 
statement  of  cash  flows  outlines  how  cash  balance  and  cash  equivalents  have 
changed  from  the  begirming  to  the  end  of  the  fiscal  year.  This  statement  has 
also  been  referred  to  as  the  sources  and  uses  of  cash  statement.  In  addition 
to  determining  the  liquidity  of  the  firm,  this  statement  can  aid  managers  in 
determining  the  company’s  dividend  policy  and  evaluating  potential  invest¬ 
ment  opportunities  and  ability  to  borrow  and  make  cash  payments  on  time. 
To  determine  whether  there  is  a  positive  or  negative  cash  flow,  the  statement 
of  cash  flows  divides  cash  receipts  and  payment  into  three  areas:  cash  flows 
from  (used  by)  operating  activities,  investing  activities,  and  financing  activ¬ 
ities.  Table  9.6  outlines  a  condensed  example. 

The  accounting  cycle 

After  becoming  familiar  with  the  accounting  equation,  journalizing,  posting, 
and  various  financial  statements,  it  is  important  to  consider  the  remaining 
steps  and  the  order  of  the  accounting  process.  The  accounting  cycle  is  a  process 
whereby  accoimting  professionals  develop  a  business  entity’s  financial  state¬ 
ments  for  a  specific  period  of  time,  e.g.,  the  fiscal  year.  This  cycle  is  repeated 
for  all  new  accounting  periods,  with  the  end  product  being  a  new  set  of 
financial  statements.  Table  9.7  gives  an  overview  of  the  accounting  cycle. 


Interpretation  of  financial  statements 

Comparative  financial  statement  analysis 

Management,  investors,  creditors,  and  various  other  business  professionals 
depend  on  accounting  data  to  facilitate  effective  business  decision  making. 
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Table  9.7  Accounting  Cycle 

1.  Begin  the  new  period  with  the  owner’s  initial  investment  into  the  business 

or  the  beginning  account  balances  in  the  general  ledger. 

2.  Analyze  and  classify  each  transaction  as  it  occurs. 

3.  Journalize  the  transactions  in  the  general  journal. 

4.  Post  journal  entries  to  the  ledger  accounts  and  compute  the  unadjusted 

balance  of  each  account  at  the  end  of  the  period. 

5.  Complete  a  trial  balance  [a  listing  of  all  ledger  account  balances  used  to 

check  the  equality  of  the  accoimting  equation  A  =  (L  +  OE)]. 

6.  Complete  a  work  sheet  (includes  adjusting  entries  that  bring  specific 

accounts  up  to  date). 

7.  Journalize  and  post  adjusting  entries. 

8.  Journalize  and  post  closing  entries. 

9.  Prepare  a  postclosing  (afterclosing)  trial  balance. 

10.  Prepare  the  financial  statements  (income  statement,  statement  of  owner’s 
equity,  balance  sheet,  statement  of  cash  flows,  etc.). 


To  evaluate  accounting  information,  business  people  evaluate  financial  state¬ 
ments  in  three  broad  areas:  (1)  horizontal  analysis,  (2)  vertical  analysis,  and 
(3)  ratio  analysis. 

Analyses  used  by  creditors,  owners,  and  management 
Horizontal  analysis 

Numerous  business  decisions  depend  on  how  the  figures  for  sales,  income, 
and  expenses  fluctuate  during  the  period  of  operations.  How  have  sales 
changed  within  the  last  5  years?  Are  expenses  increasing  at  a  faster  rate  than 
income?  Although  very  interesting,  the  answers  to  these  questions  may  not 
be  useful  for  decision  making  unless  the  percentage  change  is  analyzed  in 
any  account  classification,  e.g.,  sales  over  time.  The  study  of  percentage 
changes  among  years  in  comparative  statements  is  called  horizontal  analysis. 
The  procedure  to  compute  the  percentage  change  in  horizontal  analysis 
requires: 

•  Computing  the  dollar  amount  of  the  change  from  the  base  (earlier) 
period  to  the  latter  period 

•  Dividing  the  dollar  amount  of  change  by  the  base  period  amount 
Table  9.8  presents  horizontal  analysis. 

Vertical  analysis 

Vertical  analysis  is  another  strategy  employed  by  accountants  to  analyze 
financial  statements.  When  an  income  statement  is  used  for  vertical  analysis, 
each  account  in  the  statement  is  expressed  as  a  percentage  of  net  sales,  i.e., 
dividing  the  total  amount  of  any  item  by  the  total  of  net  sales.  A  firm  would 
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Table  9.8  Horizontal  Analysis 


2002  2001  Increase  or  Decrease  Amount% 

Sales  $42,430  $36,864  $5,566  15.1^ 

Net  income  $17,800  $16,560  $1,240  7.5 


®  The  firm  has  a  percentage  increase  in  sales  that  is  approximately  twice  the  percentage  increase 
as  net  income  between  2001  and  2002. 


raise  a  red  flag  if  it  normally  experiences  gross  profit  at  a  rate  of  40%  of  net 
sales  and  then  suddenly  records  a  drop  in  gross  profit  to  25%. 

In  a  balance  sheet,  total  assets  and  total  liabilities  should  be  used  as 
denominators  to  determine  the  percentage  of  specific  assets,  liabilities,  and 
owner’s  equity,  respectively.  All  financial  statement  users,  including  share¬ 
holders,  will  exhibit  concern  because  this  drop  in  gross  profit  may  make  the 
firm  report  a  net  loss  on  the  current  income  statement.  Table  9.9  illustrates 
a  sample  of  vertical  analysis  for  a  balance  sheet. 

Ratio  analysis 

In  addition  to  using  financial  statements  for  comparative  horizontal  and 
vertical  analysis,  ratios  are  another  available  tool.  Developing  relationships 
among  financial  statement  items  is  the  crux  of  ratio  analysis.  In  this  t5q)e  of 
analysis,  it  is  extremely  important  for  the  evaluators,  such  as  creditors  or 
management,  to  select  the  ratio  applicable  to  their  immediate  area  of  concern. 
Then,  the  relevant  ratio  can  be  calculated  for  analysis,  and,  finally,  more 
research  might  be  necessary  as  ratio  analysis  is  limited. 


Table  9.9  Vertical  Analysis 


Current  Assets 

Cash 

Accounts  receivable 

Inventory 

Total  current  assets 

Fixed  Assets 

Land 
Building 
Store  equipment 
Total  fixed  assets 

Total  Assets 


December  31,  2002 

$32,000 

$14,400 

$23.720 

$70,120 


$8,000 

$96,000 

$12,210 

$116,210 

$186,330 


Vertical  Analysis% 

17.2 

7.7 

12.7 

37.6 


4.3 

51.5 

66 

62.4 

100.0 


Note:  (1)  The  vertical  analysis  of  the  balance  sheet  reflects  any  account 
selected  as  the  numerator  and  the  amount  of  total  assets  as  the  base  or 
denominator  (e.g.,  cash  account  $32,000/ $186,330).  (2)  Each  liability  or  own¬ 
er  equity  account  is  divided  by  the  total  of  liabilities  and  owner’s  equity. 
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Solvency  (liquidity) 

Solvency  refers  to  an  enterprise’s  ability  to  meet  its  long-term  debt  obli¬ 
gations  on  a  continuing  basis.  All  financial  statement  users  are  interested 
in  the  liquidity  of  a  firm  in  addition  to  the  obvious  liquidity  concerns  of 
creditors  and  management.  Will  the  firm  be  able  to  pay  its  short-term  debts 
as  they  become  due?  Can  the  firm  cover  its  current  liabilities  with  its 
current  assets?  Does  the  firm  have  an  efficient  mix  of  current  assets,  e.g., 
cash  and  inventory?  Do  owners  and  management  properly  use  the  current 
assets?  To  effectively  answer  these  and  other  financial  questions,  it  is  nec¬ 
essary  to  use  the  following  financial  tools. 

Working  capital 

To  measure  a  firm’s  ability  to  pay  off  its  short-term  debt  with  its  current 
assets,  the  working  capital  is  computed  by  subtracting  current  assets  from 
current  liabilities.  Table  9.10  presents  the  working  capital  of  two  firms.  In 
fhe  example,  the  Blue  company’s  working  capital  is  as  large  as  its  current 
liabilities,  whereas  the  Gold  company’s  working  capital  is  only  one-third  of 
its  current  liabilities.  However,  both  firms  have  equal  working  capital  of 
$100,000.  Obviously,  the  Blue  company  has  a  stronger  working  capital  posi¬ 
tion  because  its  working  capital  is  a  greater  percentage  of  current  assets  and 
current  liabilities.  The  amount  of  working  capital  is  more  valuable  in  decision 
making  when  used  as  part  of  a  financial  ratio.  The  current  ratio  and  the 
acid-test  ratio  make  effective  use  of  the  working  capital  figures. 

Current  ratio 

The  mosf  popular  indicator  of  a  firm’s  ability  to  pay  off  its  short-term  debt 
is  the  current  ratio.  The  formula  is: 


Current  assets 

Current  ratio  = 

Current  liabilities 

Table  9.11  calculates  the  current  ratio  for  fhe  Blue  and  Gold  companies. 
Alfhough  bofh  companies  have  $100,000  more  of  current  assets  than  current 
liabilities  (working  capital),  the  current  ratio  varies  substantially.  The  Blue 
company’s  management  has  twice  as  many  assets  to  pay  for  the  current 


Table  9.10  Working  Capital  of  Two  Firms 


Blue  Company 

Gold  Company 

Current  assets 

$200,000 

$400,000 

Current  liabilities 

$100,000 

$300,000 

Working  capital 

$100,000 

$100,000 
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Table  9.11  Current  Ratio 


Blue  Company 

Current  ratio  =  $200,000  =  2:1 

$100,000 


Gold  Company 

Current  ratio:  $400,000  =  1.33:1 
$300,000 


liabilities  as  they  become  due,  but  the  Gold  firm  has  only  1.33  of  currenf 
assefs  for  fhe  currenf  debf.  Therefore,  fhe  currenf  rafio  reveals  fhaf  fhe  Blue 
company  is  more  liquid  fhan  fhe  Gold  company.  The  besf  currenf  rafio  will 
vary  depending  on  fhe  type  of  industry;  a  ratio  of  2:1  is  considered  ideal  in 
most  situations.  A  current  ratio  higher  than  2:1  may  mean  that  the  levels  of 
cash,  accounts  receivable,  inventory  and  so  forth  are  too  high,  and  it  may 
be  best  to  invest  in  some  short-term  securities  to  increase  the  firm’s  income 
and  make  effective  use  of  available  funds. 

Acid-test  ratio 

Although  the  current  ratio  is  valuable,  an  organization  may  wish  to  go 
further  to  evaluate  liquidity.  The  acid-test  or  quick  ratio  is  a  means  to  con¬ 
sider  only  the  most  liquid  of  the  current  assets  and  determine  whether  the 
firm  can  pay  its  short-term  debt  even  more  quickly.  The  formula  for  the 
quick  ratio  is: 


Add-test  ratio  = 


Cash  +  Accounts  receivable  +  Short-term  securities 
Current  liabilities 


Only  the  most  liquid  of  assets  are  included  in  this  ratio,  and  the  best  ratio 
is  usually  1:1,  but  this  varies  with  the  industry  concerned.  Table  9.12 
calculates  the  acid-test  ratio.  Although  the  Blue  company  has  a  better 
current  ratio  than  the  Gold  company,  it  does  not  have  a  better  acid-test 
ratio,  and,  therefore,  may  have  to  sell  its  inventory  at  discounted  prices  in 
order  to  raise  cash  for  current  debt  that  is  due.  The  Gold  company,  which 
did  not  have  a  favorable  current  ratio,  does  have  an  acceptable  acid-test 
ratio  because  most  of  its  current  assets  are  in  cash,  accounts  receivable, 
and  marketable  securities. 


Table  9.12  Quick  Ratio 


Blue  Company 

Cash,  A/R,  and  S/T  securities'*  $75,000 

Current  liabilities  $100,000 

Quick  ratio  0.75:1 


Gold  Company 

$300,000 

$300,000 

1:1 


"A/R  =  accounts  receivable;  S/T  =  short-term. 
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Although  working  capital,  the  current  ratio,  and  the  acid-test  ratio  are 
effective  ways  to  analyze  a  firm’s  liquidify,  fhey  should  nof  be  fhe  only  fools 
employed.  The  sfafemenf  of  cash  flows  is  as  viable  as  fhese  ratios  for  ana¬ 
lyzing  liquidify. 

Profitability 

The  basic  goal  in  business  is  fhe  “bottom  line,”  which  is  earning  profif.  If  a 
firm  is  nof  as  profifable  as  ifs  competition,  credif  and  new  capifal  from 
stockholders  may  be  more  difficulf  to  obfain  and  some  companies  may 
experience  bankrupfcy.  In  essence,  fhe  concepfs  of  solvency  and  profifabilify 
are  connected  fo  planning  and  confrolling  in  managemenf.  The  abilify  to 
measure  a  firm’s  profif  is  reflected  in  fhe  firm’s  annual  reporf,  in  business 
journals,  and  by  invesfmenf  services;  if  is  essenfial  fo  fhe  decision-making 
process  of  an  organizafion.  The  mosf  well-known  profifabilify  ratio  is  fhe 
rafe  of  refum  on  nef  sales,  as  follows: 


Nef  income 

Rafe  of  refurn  on  nef  sales  = 

Nef  sales 

The  rafe  of  refurn  on  nef  sales  is  basically  fhe  ratio  of  income  from 
confinuing  operafions  fo  nef  sales.  When  fhis  ratio  reflecfs  fhaf  a  company 
has  a  high  rafe  of  return,  it  indicates  that  increased  net  sales  are  providing 
income  and  fewer  nef  sales  dollars  are  being  used  for  expenses.  If  provides 
dafa  on  fhe  organizafion’ s  abilify  fo  confrol  ifs  cosfs  and  also  reflecfs  fhe 
firm’s  ability  to  create  profits  from  an  increasing  level  of  sales.  This  indicafor 
compares  a  company’s  income  from  ongoing  operafions  to  net  sales,  but 
ignores  the  amount  of  invesfmenf  used  fo  generafe  income. 

Therefore,  an  enterprise  may  have  a  high  rate  of  return  on  net  sales  and 
still  not  be  effective  concerning  creditor  and  stockholder  interests.  Financial 
statement  users  must  be  cognizant  of  fhe  limifafions  of  using  only  fhis  ratio 
fo  evaluate  an  organization. 

A  wider  method  of  evaluafing  a  firm’s  efficiency  is  fhe  rate  of  return  on 
total  assets.  Because  the  accounting  equation  requires  that  total  assets  equal 
the  sum  of  fofal  liabilifies  and  fofal  stockholder’s  equity,  this  ratio  provides 
a  measure  of  fhe  firm’s  efficiency  af  managing  bofh  sfockholder  and  credifor 
invesfmenfs: 


„  ,  ,  Nef  income  +  Inferesf  expense 

Rafe  of  refum  on  fofal  assefs  - - ^ - 

Average  fofal  sales 

This  is  fhe  ratio  of  income  from  ongoing  operafions  plus  inferesf  expense  to 
the  average  total  sales.  Therefore,  if  is  a  measure  of  fhe  firm’s  abilify  fo 
effecfively  use  ifs  assefs  fo  earn  a  profif. 
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The  rate  of  return  on  common  stockholder’s  equity  is  the  ratio  of  income 
from  continuing  operations  to  average  stockholder  equity.  This  ratio  mea¬ 
sures  the  efficiency  with  which  a  company  manages  its  stockholder’s  invest¬ 
ments.  The  formula  is  as  follows: 

_  ,  .  ,  . ,  Net  income  -  Preferred  dividends 

Rate  of  return  on  equity  - - 

Average  stockholder  equity 

This  indicator  focuses  only  on  the  rate  of  profit  earned  on  the  amount 
invested  by  common  stockholders  or  the  relationship  between  net  income 
and  the  common  stockholder’s  investment  in  the  firm. 

Another  profitability  indicator  commonly  quoted  by  the  financial  press 
is  the  price-eamings  (P/E)  ratio  on  common  stock.  It  is  a  measure  of  a  firm’s 
future  earning  potential.  Table  9.13  outlines  the  formula.  The  P/E  ratio  indi¬ 
cates  that  a  share  of  the  firm’s  common  stock  was  selling  for  10.7  times  the 
amount  of  earnings  per  share  (EPS)  at  the  end  of  2001;  however,  the  common 
stock  was  selling  for  12.3  times  the  amount  of  EPS  at  the  end  of  2002.  This 
indicates  favorable  future  earning  prospects  based  on  the  relationship 
between  market  value  of  common  stock  and  earnings.  The  optimum  P/E 
ratio  varies  between  industries;  however,  the  Dow  Jones  average  lists  15:1 
as  a  favorable  P/E  ratio. 

Efficiency  (activity) 

The  efficiency  ratio,  also  called  the  activity  ratio,  measures  the  speed  at  which 
a  company  moves  its  assets  through  operations.  The  efficiency  and  solvency 
ratios  can  be  used  together  to  effectively  assess  the  firm’s  solvency  position. 
Two  of  the  most  common  activity  ratios  are  the  accounts  receivable  turnover 
and  inventory  turnover  ratios. 

Accounts  receivable  turnover 

This  ratio  measures  a  firm’s  ability  to  collect  cash  from  its  credit  customers 
and  how  the  firm  manages  its  credit.  The  ratio  also  reflects  how  fast  the  firm 
can  expect  to  generate  cash  from  the  various  receivables.  The  amount  and 
types  of  the  firm’s  receivables  fluctuate  continually  as  sales  on  account 

Table  9.13  Price-Earnings  Ratio 

„  Market  price  per  share  of  common  stock 

P/E  ration - - - - - 

EPS  of  common  stock 


Common  Stock 

2002 

2001 

Market  price  per  share 

$13.80 

$8.80 

EPS 

1.12 

0.82 

P/E  ratio 

12.3 

10.7 
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increase,  whereas  collections  from  customers  lower  the  accounts  receivables. 
In  addition,  increases  and  decreases  in  sales  volume  affect  the  accounts 
receivables  balance.  It  is  best  to  collect  accounts  receivables  quickly  to 
improve  the  firm’s  solvency  position;  the  promptly  collected  cash  can  then 
be  immediately  used  in  operations,  such  as  extra  cash  to  pay  off  immediate 
debt  obligations  or  to  pay  dividends  and  reduce  to  risk  of  losses  for  potential 
doubtful  accounts.  Table  9.14  presents  computation  of  the  accounts  receiv¬ 
able  turnover  ratio.  To  acquire  the  average  accounts  receivable,  the  total 
accounts  receivable  for  each  year  is  divided  by  two.  The  accounts  receivable 
turnover  ratio  is  then  computed  by  using  the  formula  in  Table  9.14.  In  the 
table,  the  increased  accounts  receivable  turnover  ratio  in  2002  reflects  an 
improvement  in  the  collection  of  the  firm  or  pharmacy’s  receivables  or  a 
change  in  their  credit  and  collection  practices,  or  both. 

The  inventory  turnover  ratio  provides  data  on  how  quickly  a  firm’s 
inventory  is  sold  and  when  it  must  be  replaced.  This  creates  a  need  for 
immediate  cash,  thereby  potentially  making  cash  unavailable  to  meet  exist¬ 
ing  current  debt  obligations.  The  ratio  also  indicates  how  many  times  the 
company  sells  its  average  level  of  inventory  armually.  The  accounts  receiv¬ 
able  and  merchandise  inventory  turnover  ratios  support  a  company’s  sol¬ 
vency  by  providing  vital  data  on  the  timing  of  cash  inflows  and  outflows 
from  current  assets.  Table  9.15  shows  computation  of  the  merchandise  inven¬ 
tory  turnover  ratios.  Similar  to  the  calculation  for  accounts  receivable  turn¬ 
over,  the  total  inventory  for  each  year  is  divided  by  2  to  obtain  the  armual 
average  inventory.  In  this  example,  the  inventory  turnover  increased  because 
of  an  increase  in  the  cost  of  goods  sold  and  a  decrease  in  the  average 
inventory.  Because  of  the  different  t5q)es  of  firms  and  inventories,  there  is 
no  exact  number  to  reflect  an  optimal  inventory  turnover  for  every  industry. 
However,  a  firm  should  locate  and  follow  various  inventory  turnover  data 
applicable  to  its  specific  industry  and  be  careful  to  manage  its  inventory 
correctly.  The  cost  of  goods  sold  reflects  the  cost  of  the  merchandise  that  a 


Table  9.14  Accounts  Receivable  Turnover  Ratio 


A/R  turnover 

Net  sales  (on  account) 
Average  A/R  (net) 

2002 

2001 

Net  sales  on  A/R  (net) 

$678,000 

$564,000 

Beginning  of  the  year 

$80,000 

$100,000 

End  of  the  year 

$70,000 

$80,000 

Total  A/R 

$150,000 

$180,000 

Average  A/R 

$75,000 

$90,000 

A/R  turnover  ratio 

9.04  days 

6.26  days 

“A/R  =  accounts  receivable 
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Table  9.15  Inventory  Turnover  Ratio 


,  ,  Cost  of  goods  sold 

Merchandise  inventory  turnover  = 

Average  inventory 


Cost  of  goods  sold 

2002 

$743,000 

2001 

$522,000 

Inventory 

Beginning 

$140,000 

$152,000 

Ending 

SllO.OOO 

S134.000 

Total 

$250,000 

$286,000 

Average  inventory 

$125,000 

$143,000 

Inventory  turnover  ratio 

5.9 

3.7 

pharmacy  has  sold  during  the  year  and  is  a  major  expense  for  pharmacies, 
because  there  is  a  larger  investment  in  merchandise  inventory  than  most 
other  assets.  An  important  indicator  of  the  liquidity  of  receivables  and  the 
organization’s  efficiency  when  investing  in  receivables  is  the  number  of  days 
it  takes  to  collect  receivables,  also  called  the  average  collection  period  for 
accounts  receivables.  This  is  calculated  in  Table  9.16: 


Average  collection  period  Net  accounts  receivable  end  of  year 
Accounts  receivable  Average  daily  accounts  receivables 

The  number  of  days  that  sales  are  in  receivables  is  an  estimate  of  the  length 
of  time  that  accounts  receivable  are  outstanding,  i.e.,  the  number  of  days 
between  when  a  charge  sale  is  completed  and  when  payment  for  the  sale  is 
collected,  e.g.,  30-  to  60-day  credit  terms.  By  comparing  the  average  collection 
period  (in  days)  with  credit  term  data,  essential  information  is  provided  on 
the  efficiency  in  the  calculation  of  receivables.  As  a  general  rule,  the  accounts 
receivable  collection  period  should  be  no  longer  than  1.5  times  the  firm’s 
credit  terms.  As  a  controlling  function,  this  data  should  be  compared  with 
that  of  other  firms  in  the  same  industry.  This  may  reveal  a  deficiency  in  the 
firm’s  credit  and  collection  policies  and  procedures,  and  corrective  action 


Table  9.16  Average  Collection  Period  for  Accounts  Receivables 


2002 

2001 

(Net)  A/R  end  of  year 

$75,000 

$80,000 

Net  sales  on  account 

$979,660 

$819,700 

Average  days  on  account 

2,684 

2,246 

(net  sales  on  acct./365) 

Average  collection  period  (A/R) 

27.9  days 

35.6  days 
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may  need  to  be  initiated.  Longer  collection  periods  indicate  poor  credit 
management  and  may  suggest  that  the  pharmacy’s  customers  are  not  paying 
their  bills  on  time. 

An  organization’s  ability  to  meet  its  long-term  debt  obligations  is  critical 
to  the  overall  survival  of  the  organization.  The  firm’s  long-ferm  financial 
condifion  is  of  special  inferesf  fo  sfockholders,  bondholders,  and  financial 
insfifufions  as  regards  bonds  payable,  long-ferm  nofes  payable,  and  morf- 
gages  payable.  Owners  and  long-ferm  credifors  are  concerned  abouf  fhe 
firm’s  credif  sfanding,  fhe  abilify  fo  borrow  and  pay  presenf  obligafions  on 
time.  In  fhe  evenf  of  dissolufion,  long-ferm  credifors  have  firsf  claims  on 
assefs  if  fhe  company  does  nof  pay  on  time  and  even  debenfure  (unsecured 
by  collaferal)  bondholders  have  prior  claims  on  assefs  over  stockholders’ 
claims. 

Long-term  financial  condition  (ability  to  pay  long-term  debts) 

In  addition  fo  financial  sfatemenf  analysis,  e.g.,  horizonfal  analysis,  fhe 
rafe-of-debf-fo-fofal-assefs  rafio  and  fhe  fimes-inferesf-eamed  ratio  can  be 
used  fo  evaluate  fhe  capifal  sfrucfure  and  sfrategic  financial  sfrengfhs  and 
weaknesses  of  an  enterprise. 

Rate-of-debt-to-total-assets  ratio 

The  rafe-of-debf-fo-fofal-assefs  rafio  is  an  indicator  of  fhe  percenfage  of  assefs 
fhaf  are  financed  by  credifors  and  fhe  exfenf  fo  which  financial  leverage  is 
employed.  This  rafio  also  reflecfs  fhe  imporfance  of  borrowed  funds  and  fhe 
owner’s  invesfmenf  fo  fhe  creditor,  and  a  large  debf  percenfage  is  usually 
viewed  as  an  imfavorable  financial  condifion.  Table  9.17  presenfs  fhe  calcu¬ 
lation  of  fhis  rafio. 

In  fhe  example  given  in  fhe  fable,  fhe  company  is  operafing  on  a  high 
percenfage  of  borrowed  funds  and  is  locked  info  a  significanf  amounf  of 
fixed  inferesf  charges.  Therefore,  fhe  firm  will  need  fo  repay  a  subsfanfial 
amounf  of  debf  as  if  mafures.  If  fhe  firm  is  unable  fo  meef  fhis  debf  obligation 
when  due,  if  may  be  forced  info  bankrupfcy,  as  fhe  limifed  sfockholder 
invesfmenf  provides  liffle  supporf  or  financial  safely  for  fhis  company. 
Losses  of  only  10%  of  nef  assefs  would  eliminafe  fhe  fofal  owner’s  equify, 
placing  fhe  credifors  in  an  unfavorable  position. 

Table  9.17  Rate-of-Debt-to-Total-Assets  Ratio 


Rate  of  debt  to  total  assets  = 


Total  debt 


Total  assets 


Total  assets 

Total  liabilities 

Total  owner’s  equity 

Rate  of  debt  to  total  asset  ratio 


$40,000 

$36,000 

$4,000 


$36,000/$40,000  =  90% 
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In  another  scenario,  operating  on  high  debt  increases  the  likelihood  of 
not  being  able  to  meet  the  current  obligations;  however,  more  financing 
mighf  be  necessary  and  fhe  owners  mighf  find  fhaf  fhe  availabilify  of  new 
credif  will  be  reduced  due  fo  fheir  elevafed  debf  sifuafion.  Mosf  financing 
resulfs  from  borrowing  because  fhe  firm’s  owners  rarely  invesf  large  sums 
of  fheir  own  personal  invesfmenf.  If  fhe  firm  fails,  fhe  owners  limif  fheir  loss 
pofenfial  by  operating  on  leverage. 

Times-interest-earned  ratio 

This  ratio  is  a  measure  reflecting  fhe  basic  financial  sfrengfh  of  an  organiza- 
fion  and  is  imporfanf  fo  stockholders,  creditors,  and  employees.  If  is  also  an 
indicator  fo  long-term  creditors  of  a  firm’s  abilify  fo  meef  required  inferesf 
paymenfs.  To  avoid  fhe  forced  liquidation  of  a  company,  earnings  musf  be 
sufficienf  fo  cover  fixed  inferesf  cosfs  on  borrowed  funds  such  as  bond 
inferesf. 

The  rafio  compares  fhe  incomes  from  confinuing  operations  before 
income  faxes  plus  fhe  inferesf  expense  fo  fhe  inferesf  expense  and  measures 
fhe  number  of  fimes  fhaf  a  firm’s  nef  income  can  cover  ifs  required  inferesf 
paymenfs.  The  formula  for  fhis  rafio  is  as  follows: 

.  ,  Nef  income  +  Inferesf  expense 

Times-mferesf-earned  - - ^ - 

Inferesf  expense 

The  higher  fhe  rafio,  fhe  lower  fhe  risk  fhaf  inferesf  paymenf  will  nof  be 
made  as  earnings  decrease  and  higher  fhe  assurance  fhaf  inferesf  paymenfs 
will  be  continued  regularly.  The  amounf  available  fo  meet  interest  charges 
is  not  directly  affected  by  income  taxes,  because  basic  interest  is  deductible 
when  computing  the  firm’s  faxable  income.  Table  9.18  presenfs  fhe  compu- 
fafion  of  fhis  rafio.  In  fhe  example,  fhe  company  has  experienced  a  slighf 
decrease  in  ifs  fimes-interesf-eamed  rafio.  However,  inferesf  is  nof  generally 
paid  ouf  of  earnings  as  fhe  inferesf  obligafions  musf  be  paid  fo  credifors 
from  fhe  cash  accounf.  In  reality,  this  is  an  indicator  of  earning  power  and 


Table  9.18  Times-Interest-Eamed  Ratio 


Rate  of  debt  to  total  assets  = 

Total  debt 

Total  assets 

2002 

2001 

Income  from  operations  (net  income) 

$600,000 

$528,000 

Interest  expense 

$200,000 

$160,000 

Total  (numerator) 

$800,000 

$688,000 

Times-interest-earned  ratio 

4 

4.3 
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not  merely  a  check  of  cash  available  for  inferesf  paymenfs.  In  addifion,  when 
evaluafing  a  firm’s  abilify  fo  meef  inferesf  paymenfs  on  fime,  fhe  concepf  of 
liquidify  musf  also  be  considered.  A  favorable  fimes-inferesf-earned  ratio  is 
usually  5  fo  1. 

Auditing  (accounting  accuracy) 

Audifing  involves  fhe  independenf  review  of  a  firm’s  accounfing  records 
and  supporfing  financial  sfafemenfs.  The  audifor  analyzes  and  provides  a 
fair  opinion  of  fhe  accounfing  records  under  fhe  guidelines  of  fhe  GAAPs. 
Many  companies  have  fheir  own  infernal  auditors  who  also  adheres  fo  fhe 
firms’  managerial  policies  and  procedures.  Usually,  independenf  cerfified 
public  accounfanfs  (CPAs)  acf  as  public  auditors  by  preparing  fax  refums 
and  occasionally  designing  accounfing  sysfems  for  fhese  firms.  The  fask  of 
defermining  fhe  GAAPs  is  a  primary  function  performed  by  fhe  Financial 
Accounfing  Sfandards  Board  (FASB),  an  independenf  group  of  accounfanfs 
whose  philosophy  of  accounfing  principles  is  recognized  by  fhe  accounfing 
profession,  indusfry,  and  governmenf.  In  addifion,  fhe  FASB  has  been 
designed  fo  be  independenf  of  fhe  users  of  accounfing  principles. 

Tax  liability 

Accurate  fax  records  are  essential  fo  safisfy  a  firm’s  fax  obligafions  because 
an  excellenf  accounfing  sysfem  is  required  fo  documenf  all  revenues  and 
expenses  for  nof  only  fhe  long-term  success  of  fhe  organizafion  buf  also 
income  fax  purposes.  The  IRS  requires  proper  documenfafion  in  fhe  evenf 
of  a  fax  audif. 

Conclusion 

Accounfing  sfafemenfs  and  fools  such  as  ratio  analysis  increase  fhe  supply 
of  currenf  financial  information  and  facilifafe  more  effecfive  business  deci¬ 
sions,  as  decision  making  offen  occurs  in  an  uncerfain  and  consfanfly  chang¬ 
ing  environmenf. 

Accounfing  dafa  does  nof  solve  a  problem,  buf  if  alerfs  fhe  pharmaceu- 
fical  professional  fhaf  a  problem  exisfs  in  a  company.  The  accounfing  process, 
sfafemenfs,  and  fools  help  fhe  pharmaceufical  professional  acquire  fhe  finan¬ 
cial  expertise  fo  make  more  informed  decisions,  buf  fhey  are  nof  crysfal  balls 
fhaf  predicf  fhe  fufure. 

Therefore,  a  basic  undersfanding  of  accounfing  concepfs  is  essenfial  for 
fhe  operation  of  all  pharmaceufical  organizations,  from  neighborhood  phar¬ 
macies  fo  chain  pharmacies  and  infemafional  pharmaceufical  corporations. 
Accounfing  skills  and  knowledge  are  nof  only  assefs  for  pharmacy  manage- 
menf,  buf  also  confribufe  fo  fhe  overall  success  of  pharmaceufical  business 
venfures. 


Chapter  nine:  Accounting  principles 


161 


Bibliography 

McQuaig  DJ,  Bille  PA.  College  Accounting.  6th  ed.  Houghton  Mifflin,  Boston,  1997. 
Tootelian  DH,  Gaedeke  RM.  Essentials  of  Pharmacy  Management.  1st  ed.  Mosby- Year¬ 
book,  St.  Louis,  MO,  1993. 


chapter  ten 


Purchasing  pharmaceuticals 


James  M.  Hoffman 


Contents 


Sources  of  pharmaceuticals .  164 

The  role  of  group  purchasing  organizations  (GPOs) .  167 

The  pharmaceutical  purchasing  process .  168 

Special  situations  in  pharmaceutical  purchasing .  170 

Drug  shortages .  171 

Conclusion .  172 

Bibliography .  172 


On  the  surface,  the  purchase  of  pharmaceuticals  might  appear  to  be  one  of 
the  most  mundane  tasks  encountered  in  the  management  of  a  pharmacy. 
Although  there  is  little  glamour  associated  with  the  purchasing  process, 
efficient  purchasing  practices  are  essential  to  the  operation  of  any  pharmacy 
(McAllister,  1985).  Pharmaceuticals  represent  the  largest  operating  expense 
for  any  pharmacy,  and  therefore  their  purchase  requires  careful  management. 
Depending  on  the  pharmacy,  drug  purchases  account  for  60  to  80%  of  a 
pharmacy’s  expenses  (Bickett  and  Gagnon,  1987).  A  sufficient  quantity  of 
pharmaceuticals  must  be  available  at  all  times  to  allow  for  quality  patient 
care,  but  the  quantity  of  pharmaceuticals  stocked  cannot  be  in  excess  so  that 
it  wastes  the  pharmacy’s  money  through  urmecessary  inventory. 

Many  of  the  technical  functions  required  to  purchase  pharmaceuticals 
can  be  delegated  to  nonpharmacist  staff.  For  example,  duties  such  as  placing 
an  order,  receiving  stock,  and  managing  inventory  levels  can  be  performed 
by  properly  trained  technical  staff.  However,  the  oversight  and  guidance  of 
a  pharmacist  are  required  throughout  the  purchasing  process  (Vidal,  1998). 
Nonpharmacist  persormel  may  not  have  the  drug  knowledge  to  order  sub¬ 
stitutes  when  a  certain  drug  is  unavailable  or  to  determine  reasonable  stock 
quantities  for  drugs,  especially  expensive  items  that  are  not  routinely  used. 
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The  management  of  these  challenges  is  improved  when  a  pharmacist  takes 
responsibility  for  the  purchasing  process. 

Purchasing  pharmaceuticals  is  a  complex  process  that  requires  the  phar¬ 
macy  staff  to  interface  with  a  variety  of  other  parties.  This  chapter  reviews 
in  detail  the  sources  of  pharmaceuticals  and  the  purchasing  process.  Pur¬ 
chasing  continues  to  grow  in  complexity,  and  this  chapter  describes  the 
contemporary  difficulties,  such  as  restricted  distribution  programs  and  drug 
shortages,  that  face  pharmacists  today.  Table  10.1  explains  the  purchasing 
terms  used  throughout  the  chapter. 

Sources  of  pharmaceuticals 

In  general,  pharmacies  use  two  methods  to  obtain  drugs.  Pharmaceuticals 
are  purchased  directly  from  the  product  manufacturer  (direct  purchases)  or 
indirectly  (indirect  purchases)  through  a  pharmaceutical  wholesaler  (Allen, 
1992).  Purchasing  directly  from  manufacturers  may  reduce  handling  fees  or 
other  additional  costs  charged  by  wholesalers.  However,  direct  purchases 
require  additional  staff  time,  because  multiple  orders  must  be  placed, 
received,  and  processed.  Because  wholesalers  allow  pharmacies  to  order 
multiple  products  from  a  single  source,  pharmaceutical  wholesalers  are 
clearly  the  most  common  source  of  pharmaceuticals.  Consolidated  ordering 
through  a  wholesaler  improves  purchasing  efficiency  by  reducing  persormel 
time  spent  on  purchasing  and  improving  order  turnaround  time.  The  pri¬ 
mary  disadvantage  of  purchasing  through  a  wholesaler  is  the  additional  cost 
the  wholesaler  might  charge  for  some  products. 

Despite  the  common  use  of  wholesalers,  drug  manufacturers  remain 
important  sources  of  drugs  in  some  situations.  An  example  of  a  pharmaceu¬ 
tical  commonly  purchased  directly  from  the  manufacturer  is  the  influenza 
vaccine.  The  vaccine  must  be  purchased  each  season  because  its  formulation 
changes.  Each  year  it  is  adjusted  to  protect  patients  against  the  strains  that 
are  expected  to  be  most  prevalent  during  the  next  flu  season.  In  early  fall, 
pharmacies  purchase  a  large  quantity  of  influenza  vaccine  directly  from  the 
manufacturer  that  will  be  used  throughout  the  coming  months.  Because 
organizations  purchase  a  single  large  quantity  of  the  influenza  vaccine  and 
the  product  changes  each  year,  buying  from  the  manufacturer  can  result  in 
efficiencies  and  savings. 

Other  common  direct  purchase  scenarios  include  orphan  drugs,  drug 
shortages,  and  limited  distribution  systems.  Orphan  drugs  are  drugs  used 
to  treat  rare  diseases,  and  they  can  usually  only  be  obtained  directly  from 
the  manufacturer.  When  a  drug  is  in  short  supply,  manufacturers  may 
develop  a  program  in  which  the  product  is  available  only  from  the  manu¬ 
facturer.  Patients  must  meet  criteria  to  obtain  the  drug,  and  the  product  is 
allocated  to  pharmacies  based  on  patient  need.  The  program  may  require 
health  care  practitioners  to  contact  the  manufacturer  with  patient-specific 
information  (e.g.,  patient  diagnosis  or  previous  therapies  that  have  failed  on 
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Table  10.1  Key  Purchasing  Terms  Used  in  the  Chapter 


Direct  purchasing 

Indirect  purchasing 

Group  purchasing  organization  (GPO) 

Prime  vendor  relationship 

Wholesalers 

Restricted  distribution  program 


Reverse  distributor 

Purchase  order 


Purchasing  pharmaceuticals  directly 
from  the  manufacturer. 

Purchasing  pharmaceuticals  from  an 
intermediary  such  as  a  wholesaler. 

An  organization  that  negotiates  and 
maintains  contracts  with  drug 
manufacturers  on  behalf  of  member 
organizations. 

An  agreement  with  a  wholesaler  that 
states  the  pharmacy  will  purchase  a 
set  quantity  or  dollar  amount  of 
pharmaceuticals.  In  exchange  for 
guaranteed  sales,  the  wholesaler 
provides  discounts  to  the  pharmacy. 

Companies  that  purchase 
pharmaceuticals  from 
manufacturers  and  resell  them  to 
pharmacies. 

A  program  wherein  pharmaceuticals 
can  be  purchased  only  from  the 
manufacturer  or  a  designated 
pharmacy.  These  programs  are 
usually  developed  for  drugs  that 
require  extensive  monitoring  or 
patient  education  due  to  safety 
concerns. 

Companies  that  organize  and  manage 
the  return  and  appropriate 
destruction  of  expired 
pharmaceuticals. 

A  document  that  lists  all  the  items  to 
be  purchased  in  a  given  order.  The 
purchase  order  is  used  to  track  items 
that  have  been  ordered. 


the  patient).  The  intent  of  these  programs  is  to  ensure  that  drugs  in  short 
supply  are  used  appropriately.  Limited  distribution  programs  are  systems 
in  which  manufacturers  or  their  designees  (often  specialty  mail  order  phar¬ 
macies)  are  the  only  sources  for  a  pharmaceufical.  Alfhough  fhese  programs 
add  complexify  fo  fhe  drug-purchasing  process,  fhey  are  usually  insfifufed 
for  safefy  reasons.  Furfher  discussion  of  drug  shorfages  and  limifed  disfri- 
bufion  programs  is  provided  in  fhe  secfions  on  special  sifuafions  in  phar¬ 
maceufical  purchasing  and  drug  shorfages. 

The  majorify  of  pharmacies’  drug  purchases  are  indirecf  purchases 
fhrough  a  pharmaceufical  wholesaler  who  purchases  drugs  from  manufac- 
furers  and  sells  fhem  fo  pharmacies  (Carroll,  1997).  Wholesalers  do  nof  sell 
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products  directly  to  patients;  instead  they  act  as  middlemen  between  drug 
manufacturers  and  pharmacies.  Examples  of  fhe  largesf  pharmaceutical 
wholesalers  include  McKesson  Corporation,  AmerisourceBergen,  and  Cardi¬ 
nal  Healfh.  These  wholesalers  provide  a  full  range  of  pharmaceuticals  fo  all 
fypes  of  pharmacies,  buf  ofher  smaller  wholesalers  also  exisf  who  specialize 
in  selling  specific  producfs  such  as  biologicals,  parenferals,  or  oncology  drugs 
(Allen,  1992).  In  recenf  years,  pharmaceutical  wholesalers  have  become  diver¬ 
sified  businesses  fhaf  provide  a  variefy  of  producfs  and  services  besides 
drugs.  Examples  of  fhese  producfs  include  pharmacy  automation  and  dis¬ 
pensing  technology,  pharmacy  information  systems,  drug-repackaging  ser¬ 
vices,  and  pharmacy  managemenf  services. 

Pharmacies  often  choose  one  pharmaceufical  wholesaler  and  esfablish 
a  prime  vendor  relafionship.  The  prime  vendor  relafionship  is  an  agreemenf 
fhaf  sfipulafes  fhaf  fhe  pharmacy  will  purchase  a  sef  amounf  of  drugs  from 
fhe  wholesaler.  In  refum  for  guaranfeed  purchases,  wholesalers  provide  a 
discounf  fo  fhe  pharmacy.  As  parf  of  fhe  agreemenf,  wholesalers  may  provide 
furfher  discounfs  based  on  purchase  volume.  Some  pharmacies  mighf  also 
refain  a  secondary  wholesaler  fo  use  as  an  alfernafive  source  of  pharmaceu¬ 
ticals.  However,  purchases  from  fhe  secondary  wholesaler  are  usually  kepf 
fo  a  minimum  so  as  nof  fo  jeopardize  quantify  discounfs  from  fhe  primary 
wholesaler. 

Discounfs  and  purchase  ferms  from  wholesalers  or  ofher  suppliers  may 
be  sfrucfured  several  differenf  ways.  Examples  of  discounfs  include  quantify, 
cash,  and  bundled  discounfs  (Toofelian  and  Gaedake,  1993).  Quantify  or 
volume  discounfs  are  arranged  based  on  fhe  number  of  unifs  or  dollars  of 
a  producf  purchased.  The  discounfs  may  be  fixed  and  paid  affer  a  sef  quan¬ 
tify  is  purchased,  or  discounfs  offen  increase  as  fhe  quanfify  purchased 
increases.  Quanfify  discounfs  are  usually  based  on  multiple  purchases  over 
a  sef  period  such  as  a  year,  and  a  rebate  is  paid  fo  fhe  pharmacy  af  fhe  end 
of  fhe  period.  Discounfs  provided  by  manufacfurers,  via  eifher  direcf  pur¬ 
chases  or  confracfs  negofiafed  by  group  purchasing  organizafions  (GPQs), 
are  offen  based  on  purchase  volume  of  a  producf  or  group  of  producfs.  When 
discounfs  are  based  on  purchases  of  a  group,  or  a  bundle  of  a  company’s 
producfs,  fhese  agreemenf s  are  called  bundled  confracfs.  Quanfify  discounfs 
may  provide  significanf  savings,  buf  fhese  confracfs  may  encourage  phar¬ 
macies  fo  purchase  more  producfs  fhan  necessary.  In  fhe  case  of  bundled 
confracfs,  pharmacies  may  purchase  producfs  fhey  mighf  nof  normally  carry 
so  fhaf  fhey  receive  fhe  discounf. 

Purchase  ferms  befween  pharmacies  and  suppliers  usually  provide  flex- 
ibilify  and  pofenfial  discounfs.  Typically,  fhe  supplier  allows  fhe  pharmacy 
30  or  more  days  fo  pay  for  an  order,  buf  discounfs,  called  cash  discounfs, 
are  paid  if  bills  are  paid  immediately  Por  example,  fhe  ferms  of  fhe  agree¬ 
menf  could  allow  suppliers  fo  provide  a  1  fo  3%  discounf  if  purchases  are 
paid  wifhin  10  days.  If  pharmacies  consisfenfly  fake  advanfage  of  fhese 
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discounts,  they  can  result  in  annual  savings  of  15  to  30%,  depending  on  the 
purchase  terms.  However,  quick  payment  of  drug  purchases  may  reduce 
cash  flow  and  drain  fhe  pharmacy’s  cash  reserves. 

The  role  of  group  purchasing  organizations  (GPOs) 

The  services  of  GPOs  are  used  exfensively  in  mosf  pharmacy  seffings,  espe¬ 
cially  in  hospifals  and  healfh  sysfems.  Because  fhey  may  never  acfually 
purchase  drugs,  fhe  ferm  purchasing,  does  nof  accurafely  describe  fhe  activ¬ 
ities  of  mosf  GPOs  (Wefrich,  1987).  Insfead,  GPOs  negofiafe  confracfs  wifh 
drug  manufacfurers  and  ofher  vendors  on  behalf  of  fheir  member  hospifals 
or  pharmacies.  In  hospifals,  GPOs  esfablish  and  mainfain  confracfs  for  nearly 
every  producf  a  hospifal  mighf  need  fo  purchase.  Gonfracfs  may  exisf  for 
simple  and  inexpensive  ifems,  such  as  lafex  gloves,  or  complex  and  expen¬ 
sive  ifems,  such  as  cardiovascular  sfenfs,  pacemakers,  or  orfhopedic 
implanfs. 

Over  95%  of  hospifals  use  fhe  services  of  a  GPO  (Young,  2002).  The 
largesf  GPO  in  fhe  U.S.  is  Novation,  which  resulfed  from  fhe  merger  befween 
fhe  purchasing  operafions  of  VHA  and  fhe  Universify  HealfhSysfem  Gon- 
sorfium  (UHG).  Ofher  large  purchasing  groups  include  Premier  and  Ameri- 
Nef.  Gommunify  pharmacies,  especially  independenfs,  also  use  fhe  services 
of  GPOs  (Toofelian  and  Gaedeke,  1993).  For  example,  IPG/ServAll,  fhe  larg¬ 
esf  GPO  fhaf  serves  independenf  pharmacies,  confracfs  for  over  4000  phar¬ 
macies  (IPG/ServAll,  2003). 

Because  GPOs  negofiafe  on  behalf  of  hundreds  or  even  fhousands  of 
organizations,  fhey  are  able  fo  combine  fhe  purchases  of  all  members  during 
confracf  negofiafions.  By  pooling  resources  for  purchases,  fhe  confracfs  GPOs 
negofiafe  are  larger  fhan  any  single  pharmacy  mighf  negofiafe,  and  fhey  are 
able  fo  demand  more  favorable  pricing  for  fhe  drugs  and  ofher  producfs 
under  fhose  confracfs.  Drug  manufacfurers  and  ofher  companies  fhaf  enfer 
info  GPO  confracfs  are  assured  significanf  purchases  for  fhe  ifem  under 
confracf.  Some  GPOs  may  only  confracf  for  a  limifed  number  of  drugs  wifhin 
a  fherapeufic  class.  These  confracfs  are  designed  fo  help  manufacfurers 
increase  markef  share  over  compefing  producfs.  Alfhough  confroversial 
(Young,  2002),  fhese  confracfs  allow  fhe  pharmacy  fo  receive  fhe  besf  possible 
price  for  a  given  drug  and  fhe  cosf  of  drugs  is  reduced. 

GPOs  have  evolved  fo  provide  services  fo  pharmacies  beyond  confracf 
negofiafion.  Purchasing  organizations  offen  provide  newsleffers,  drug  infor- 
mafion,  formulary  resources,  and  ofher  benefifs  fo  GPO  members.  Formulary 
resources  and  drug  information  may  provide  an  additional  benefif  of  con- 
verfing  a  member  hospifals’  drug  use  fo  fhe  preferred  agenf  under  fhe  GPO’s 
confracfs. 

In  addition  fo  fhe  obvious  benefif  of  pofenfially  reducing  drug  cosfs, 
purchasing  organizafions  may  provide  ofher  advanfages  fo  member 
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organizations  (Carroll,  1997).  Purchasing  organizations  can  provide  valu¬ 
able  information  to  member  hospitals.  For  example,  they  often  provide 
reports  on  purchasing  trends  and  drug  costs.  By  contracting  with  only 
a  limited  number  of  vendors,  GPOs  help  pharmacies  sfandardize  fheir 
invenfory,  which  can  reduce  cosfs.  Because  fhe  GPO  handles  confracf 
negofiafion  and  mainfenance,  labor  cosfs  for  fhis  fime-consuming  and 
complex  fask  are  reduced.  Drug  cosf  savings  and  ofher  advanfages  do 
nof  come  wifhouf  a  cosf.  Pharmacies  fhaf  use  fhe  services  of  a  GPO  have 
less  confrol  over  fhe  purchasing  process.  Pharmacies  may  also  be 
required  fo  insfifufe  formulary  or  ofher  changes  in  fhe  drug  use  process 
in  order  fo  use  fhe  producf  preferred  by  fhe  GPO. 

The  pharmaceutical  purchasing  process 

The  pharmaceutical  purchasing  process  is  continuous  (Figure  10.1).  Drugs 
are  ordered,  received,  drug  invenfory  is  managed,  and  fhe  purchasing  cycle 
is  complefe  when  pharmaceuficals  are  refurned  or  desfroyed. 

Gompufer  sysfems  are  fhe  primary  mefhod  for  placing  drug  orders.  A 
purchase  order,  a  documenf  wifh  all  fhe  ifems  fo  be  purchased,  is  generafed. 


Inventory  Control  and  Management 
(Continuous  Process) 


ft 


Expired 

Pharmaceuticals 


ft 


Pharmaceutical 
Returns  Service  or 
Appropriate 
Destruction 


Figure  10.1  The  pharmaceutical  purchasing  process. 
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The  purchase  order  allows  the  pharmacy  to  track  the  items  ordered.  The 
order  is  then  placed  via  a  dedicated  computer  terminal  typically  provided 
by  the  wholesaler.  The  computer  has  the  necessary  software  and  cormections 
needed  to  place  the  order  with  the  wholesaler.  As  computer  technology 
continues  to  expand,  wholesalers  are  begirming  to  improve  their  systems 
and  place  ordering  systems  on  the  Internet,  providing  enhanced  functional¬ 
ity  and  flexibility.  In  other  cases,  especially  in  smaller  pharmacies,  drug 
orders  are  placed  via  the  phone. 

Most  pharmacies  place  an  order  with  their  wholesaler  each  weekday  or 
several  times  each  week,  and  the  order  is  usually  received  the  next  day. 
Frequent  ordering  allows  pharmacies  to  purchase  drugs  using  a  just-in-time 
approach.  The  goal  of  fhis  purchasing  mefhod  is  fo  reduce  inventory  cosfs 
by  purchasing  only  fhe  minimum  amounf  of  producf  needed  until  fhe  nexf 
order  is  placed.  Clear  procedures  for  receiving  a  drug  shipmenf  should  be 
esfablished  and  mainfained  (Allen,  1992).  Once  an  order  is  received,  care 
musf  be  faken  fo  be  sure  fhaf  fhe  correcf  ifems  were  received  (correcf  producf, 
dose,  quanfify  and  sfrengfh).  The  producf s  received  musf  be  inspected  for 
evidence  of  fampering  or  damage  during  shipping.  Damaged  producfs  musf 
be  refurned  fo  fhe  wholesaler,  and  producfs  nof  received  musf  be  reordered. 
Before  an  item  is  added  fo  inventory,  fhe  expiration  date  of  fhe  producf 
should  be  verified.  Ifems  wifh  shorf  expirafion  dafes  (e.g.,  less  fhan  12 
monfhs)  should  be  refumed  fo  fhe  wholesaler.  To  allow  for  double  checks 
wifhin  fhe  ordering  system,  fhe  persormel  receiving  and  inspecfing  fhe  order 
should  be  differenf  from  fhe  persormel  who  placed  fhe  order. 

The  drug-purchasing  process  does  nof  end  once  drugs  are  ordered  and 
received.  Managing  a  drug  inventory  can  be  viewed  as  a  componenf  of  fhe 
purchasing  process.  Because  fhe  drug  inventory  represenfs  a  subsfanfial 
invesfmenf  for  any  pharmacy,  fhe  goal  of  invenfory  managemenf  is  fo  main- 
fain  fhe  minimum  amounf  of  necessary  invenfory  fo  confrol  drug  cosfs. 
Excess  invenfory  can  subsfanfially  harm  fhe  financial  performance  of  a  phar¬ 
macy.  Whereas  invenfory  should  be  kepf  fo  a  minimum,  a  sufficienf  quanfify 
of  medications  musf  be  mainfained  fo  allow  immediafe  access  fo  drugs 
needed  for  pafienf  care.  The  pharmacy  manager  should  develop  purchasing 
systems  fhaf  balance  producf  availabilify  and  cosf  concerns.  A  variefy  of 
invenfory  managemenf  sysfems  can  be  employed  and  are  reviewed  in  Chap¬ 
ter  11. 

A  systematic  process  should  be  developed  and  mainfained  fo  check  drug 
expirafion  dafes  and  remove  expired  drugs  from  fhe  pharmacy  invenfory. 
For  example,  a  system  could  be  developed  in  which  technical  sfaff  is  assigned 
fo  perform  monfhly  inspecfions  in  areas  of  fhe  invenfory  for  expired  drugs. 
The  f5q)es  of  expired  drugs  should  be  evaluated,  because  fhey  mighf  yield 
useful  information  fhaf  can  be  used  fo  improve  fhe  invenfory  sysfem.  If  fhe 
same  expired  producf  is  found  on  a  consisfenf  basis,  invenfory  levels  of  fhe 
producf  should  be  reduced. 

Expired  drugs  are  nof  simply  discarded  wifhin  fhe  pharmacy,  because 
fhey  refain  some  value.  Mosf  manufacfurers  provide  credif  for  refumed 
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expired  drugs.  The  returns  process  can  be  complicated  and  multiple  Drug 
Enforcement  Administration  (DEA),  Environmental  Protection  Agency 
(EPA),  and  individual  state  board  of  pharmacy  regulations  musf  be  followed. 
Consequently,  most  pharmacies  outsource  this  function  to  a  reverse  distrib¬ 
utor,  a  firm  that  organizes  and  manages  the  return  of  expired  drugs  fo 
manufacturers.  In  exchange  for  these  services,  pharmacies  pay  reverse  dis¬ 
tributors  a  percentage  of  the  credit  value  of  the  expired  drugs.  If  a  manu¬ 
facturer  does  not  provide  credit  for  a  certain  product,  reverse  distributors 
appropriately  dispose  of  the  expired  drugs. 

As  the  final  step  of  the  purchasing  cycle,  proper  destruction  of  pharma¬ 
ceuticals  carmot  be  ignored.  The  EPA  classifies  many  drugs,  including  epi¬ 
nephrine,  nitroglycerin,  warfarin,  choral  hydrate,  and  chemotherapy  agents, 
as  hazardous  waste  (Smith,  2002).  When  discarded  improperly,  these  and 
other  pharmaceuticals  are  harmful  to  the  environment.  Although  the  major¬ 
ity  of  pharmaceutical  waste  is  managed  through  a  reverse  distributor  who 
must  be  registered  with  the  EPA,  pharmacies  must  properly  manage  the 
disposal  of  incidental  waste  such  as  partial  containers,  compounded  IVs, 
and  broken  or  spilled  products.  Hazardous,  nonhazardous,  and  chemother¬ 
apy  pharmaceutical  waste  should  be  separated.  Some  waste  such  as  intra¬ 
venous  fluids  can  be  disposed  of  through  sewer  systems,  but  all  other  types 
of  pharmaceutical  waste  should  be  incinerated  by  a  regulated  medical  waste 
disposal  firm. 


Special  situations  in  pharmaceutical  purchasing 

Several  situations  increase  the  complexity  of  the  purchasing  process  and  may 
demand  greater  attention  from  the  pharmacist  managing  the  purchasing 
process.  Examples  of  these  situations  include  controlled  substances,  inves¬ 
tigational  drugs,  restricted  distribution  programs,  and  drug  shortages. 

Different  processes  and  additional  record  keeping  are  required  to  order 
controlled  substances  and  investigational  drugs.  A  DEA  222  form  must  be 
used  to  order  and  document  the  receipt  of  Schedule  II  controlled  substances. 
These  forms  must  be  kept  on  file  in  the  pharmacy,  and  a  perpetual  inventory 
of  Schedule  II  substances  must  be  maintained.  Automated  dispensing  cabi¬ 
nets  and  other  technology  can  be  useful  to  maintain  such  an  inventory. 
Investigational  drugs,  agents  undergoing  clinical  trials  but  not  yet  approved 
by  the  Eood  and  Drug  Administration  (EDA),  can  be  ordered  only  under 
institutional  review  board  approved  studies  or  for  compassionate  use  in 
individual  patients.  These  drugs  often  have  special  handling  and  storage 
requirements,  and  study  sponsors  require  strict  accountability  for  investiga¬ 
tional  drugs.  Pharmacists  should  develop  specific  procedures  for  handling 
investigational  drugs  and  physically  separate  them  from  other  pharmaceu¬ 
tical  inventory. 

Recently,  restricted  distribution  programs  have  become  common  for 
drugs  used  in  small  populations  or  drugs  with  significant  safety  concerns. 
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Restricted  distribution  programs  establish  special  systems  for  ordering  and 
dispensing  drugs,  usually  through  a  single  pharmacy  Patient  information, 
such  as  diagnosis,  laboratory  test  results,  or  documentation  of  pafienf  edu¬ 
cation,  may  be  required  fo  comply  wifh  fhe  ferms  of  fhe  program.  In  many 
cases,  fhese  programs  are  developed  in  cooperafion  wifh  fhe  FDA  as  a 
condition  of  drug  approval.  Examples  of  drugs  available  only  fhrough 
resfricfed  disfribufion  programs  include  dofefilide,  sodium  oxybafe,  mife¬ 
pristone,  isofrefinoin,  bosenfan,  epoprosfenol,  and  fhalidomide.  As  fhese 
programs  have  become  more  common,  pharmacisfs  and  pharmacy  organi- 
zafions  have  criticized  fhem  for  fheir  complexify,  inferference  wifh  fhe  phar- 
macisf-pafienf  relafionship,  and  exclusive  relationship  wifh  a  single  phar¬ 
macy  (Glaser,  2001). 

An  example  of  a  resfricfed  disfribufion  program  is  fhe  System  for  Tha¬ 
lidomide  Education  and  Prescribing  Safely  (STEPS)  (Young,  2002).  Thalido¬ 
mide,  a  ferafogen  fhaf  caused  over  10,000  birfh  defecfs  worldwide  in  fhe 
1950s  and  1960s,  was  recenfly  approved  for  use  in  fhe  U.S.  Alfhough  fhali¬ 
domide  is  indicated  for  fhe  freafmenf  of  leprosy,  if  has  become  widely  used 
for  a  variefy  of  cancers,  especially  multiple  myeloma.  The  program  includes 
multiple  elemenfs  fo  reduce  fhe  risk  of  birfh  defecfs  in  pafienfs  faking  fha¬ 
lidomide.  Prescribers  are  required  fo  counsel  pafienfs  on  fhe  risks  of  fhali¬ 
domide  and  provide  pregnancy  fesfing  fo  women  wifh  childbearing  pofen- 
fial  on  a  monfhly  basis.  To  use  fhalidomide,  pafienfs  musf  use  fwo  reliable 
forms  of  confracepfion,  and  pharmacisfs  can  dispense  only  a  single  28-day 
supply.  The  entire  program  is  monitored  by  felephone  surveys  fhaf  prescrib¬ 
ers,  pafienfs,  and  pharmacisfs  musf  complefe  on  a  monfhly  basis. 


Drug  shortages 

Drug  shorfages  represenf  a  growing  challenge  fo  fhe  pharmacisf  responsible 
for  purchasing  pharmaceuficals.  Wifhin  fhe  lasf  few  years,  drug  shorfages 
have  become  more  common  and  severe  (ASHP,  2001).  Nationwide,  119  drug 
shorfages  were  recorded  in  2001  (Pox  and  Tyler,  2003).  Drug  shorfages  occur 
for  a  variefy  of  reasons,  such  as  raw  and  bulk  maferial  unavailabilify  man- 
ufacfuring  difficulties,  recalls,  regulafory  issues,  manufacfurer  decisions  fo 
reduce  or  sfop  producfion,  unexpecfed  increases  in  demand,  and  even  naf- 
ural  disasfers.  One  survey  found  fhaf  raw  maferial  shorfages  and  regulafory 
issues  were  fhe  mosf  common  reasons  for  shorfage  (Wellman,  2001).  In 
anofher  analysis,  manufacfuring  problems  and  producf  discontinuation  by 
fhe  manufacfurer  were  fhe  mosf  common  reasons  for  drug  shorfages. 
Depending  on  fhe  reason  for  shorfage,  fhey  may  lasf  several  weeks  or  con¬ 
tinue  for  several  years. 

Besides  disrupfing  normal  purchasing  operafions  in  a  pharmacy,  drug 
shorfages  may  have  a  negative  impacf  on  pafienf  care.  In  some  cases,  no 
ofher  alternative  fherapy  is  available,  and  pafienfs  go  wifhouf  opfimal  drug 
fherapy.  During  many  shorfages,  a  similar  drug  is  available,  buf  healfh  care 
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practitioners  and  patients  may  not  be  familiar  with  the  alternative  therapy. 
During  a  drug  shortage,  pharmacists  must  take  an  active  role  in  selecting 
alternative  agents,  determining  equivalent  dosages,  and  educating  practitio¬ 
ners  and  patients  on  the  use  of  fhe  new  agenf. 


Conclusion 

Efficienf  pharmaceufical  purchasing  is  a  prerequisife  for  operating  a  success¬ 
ful  pharmacy  Careful  attention  fo  fhe  purchasing  process  and  invenfory 
managemenf  will  resulf  in  a  posifive  impacf  on  fhe  pharmacy’s  financial 
performance.  The  drug-purchasing  process  is  complicafed,  and  if  will 
become  more  complex  as  resfricfed  disfribufion  programs  and  drug  shorf- 
ages  become  more  common.  Pharmacy  managers  musf  develop  clear 
drug-purchasing  sysfems  and  work  proacfively  fo  eliminafe  inefficiencies 
wifhin  fheir  sysfem. 
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Introduction 

Invenfory  is  probably  fhe  largesf  single  invesfmenf  a  pharmacy  can  make. 
Regardless  of  whefher  fhe  pharmacy  is  refail,  hospifal,  or  anofher  f5y>e  fhaf 
serves  pafienfs,  invenfory  invesfmenf  is  significanf  and  needs  to  be  managed 
well  consisfenfly  Alfhough  fhere  is  an  inexfricable  relafionship  befween 
purchasing  and  invenfory,  fhis  chapfer  deals  wifh  invenfory  confrol  sepa¬ 
rately 

There  are  a  variefy  of  reasons  for  managing  invenfory,  including  fhe 
need  fo  keep  cosfs  af  a  minimum  and  to  have  a  sufficienf  supply  of  producfs 
for  good  customer  service.  Too  much  invenfory  resulfs  in  toss  of  profifs 
because  producfs  remain  on  fhe  shelf  and  do  nof  generafe  cash  flow.  Too 
little  invenfory  can  resulf  in  cusfomer  dissafisfacfion  and  employee  frusfra- 
fion  because  needed  producfs  are  nof  available. 
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Costs  are  also  associated  with  managing  inventory.  The  obvious  cost  is 
the  purchase  price,  also  called  the  acquisition  cost.  It  also  costs  money  to 
procure  and  carry  a  product.  Procurement  costs,  such  as  shipping  and  han¬ 
dling,  can  vary  depending  on  the  product.  Similarly,  carrying  costs  vary 
depending  on  the  product  and  include  overhead  costs  such  as  electricity  and 
heating. 

There  are  various  ways  of  managing  inventory,  ranging  from  visual 
inspecfion  of  sfocked  ifems  fo  compuferized  accounfing  of  ifems  enfered  and 
removed  from  inventory  af  fhe  time  of  stocking  and  fhe  fime  of  purchase. 
Each  of  fhese  sfrafegies  has  advanfages  and  disadvanfages  and  is  discussed 
in  defail  in  fhe  chapter.  Lasfly,  because  inventory  comprises  a  significanf 
invesfmenf,  fhere  are  many  ways  fo  value  if.  These  foo  are  discussed  furfher. 

Inventory  costs 

The  mosf  obvious  cosf  associafed  wifh  an  inventory  is  fhe  acquisifion  cosf. 
This  is  fhe  cosf  fhe  pharmacy  pays  fo  fhe  supplier,  be  if  fhe  manufacfurer, 
fhe  wholesaler,  or  ofher  sources.  The  cosf  associafed  wifh  fhe  acquisifion  cosf 
includes  fhe  markup  fhe  wholesaler  may  impose,  discounfs  offered  (e.g., 
cash  or  quanfify  discounfs),  and  cosf  of  fhe  producf  ifself. 

Procuremenf  cosfs  include  fhe  cosf  of  shipping,  receiving,  sfocking,  and 
bookkeeping  of  fhe  invenfory.  Shipping  cosfs  depend  largely  on  fhe  producf 
ifself  and  fhe  quanfify  of  producf  purchased.  Clearly,  larger,  heavier  producfs 
cosf  more  money  fo  ship.  Buf  when  ifems  are  purchased  in  large  quantifies, 
fhe  per-ifem  shipping  cosfs  are  f5y>ically  less.  The  cosfs  fo  receive  an  ifem 
include  fhe  persormel  fime  spenf  receiving  fhe  ifem  on  fhe  loading  dock  and 
checking  in  fhe  invenfory  (i.e.,  fo  review  if  againsf  fhe  purchase  order  fo 
make  sure  fhe  shipmenf  is  complefe).  Sfocking  cosfs  include  fhe  fime  if  fakes 
fo  move  fhe  ifems  fo  fhe  storeroom  and  fhen  from  fhe  storeroom  fo  fhe  shelf. 
Bookkeeping  cosfs  include  paymenf  fo  fhe  supplier. 

Carrying  cosfs  are  cosfs  inherenf  in  fhe  producf  ifself  and  mighf  be 
difficulf  fo  quanfify  for  individual  ifems.  The  firsf  carrying  cosf  is  fhe  cosf 
of  sforage.  Also,  because  medications  musf  be  kepf  af  appropriate  femper- 
afures  fo  mainfain  fheir  shelf  lives,  fhe  condifions  of  sforage  musf  be  main- 
fained.  For  example,  fhe  sforage  cosf  of  refrigerafed  ifems  includes  fhe  pur¬ 
chase  of  a  refrigerafor,  fhe  elecfricify  fo  run  fhe  refrigerator,  and  fhe  cosf  of 
mainfaining  fhe  refrigerafor.  Furfher,  fhe  pharmacisf  musf  be  aware  fhaf  fhe 
ifems  have  expirafion  dates,  and  if  fhe  drugs  are  pasf  fhe  expiration  dates, 
fhey  carmof  be  sold.  This  is  also  a  carrying  cosf:  if  fhe  ifems  do  nof  sell  and 
expire,  fhe  money  used  fo  purchase  fhem  carmof  be  regained  fhrough  a  sale. 
Anofher  hidden  carrying  cosf  is  fhe  cosf  of  insuring  fhe  pharmacy  againsf 
fire,  fheff,  or  ofher  disasters.  Typically,  fhe  higher  fhe  invenfory  value,  fhe 
higher  fhe  insurance  cosfs. 

The  opporf unify  cosf  of  purchasing  an  ifem  musf  also  be  considered. 
The  opporfunify  cosf  is  fhe  cosf  of  somefhing  in  ferms  of  somefhing  else  fhaf 
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could  be  purchased  and  sold  instead.  If  the  pharmacy  has  a  certain  monthly 
budget  for  purchases,  there  is  often  a  trade-off  between  purchasing  large 
quantities  of  one  item  at  a  steep  discount  vs.  purchasing  a  wide  variety  of 
other  items.  For  example,  if  the  pharmacy  uses  its  entire  monthly  budget  to 
purchase  acetaminophen  at  a  discounted  price,  it  loses  the  opportunity  to 
purchase  all  other  medications,  therefore  losing  the  opportunity  to  sell  other 
items.  The  cost  associated  with  this  decision  is  the  opportunity  cost. 

Customer  dissatisfaction  is  one  of  the  hardest  costs  to  determine,  but 
the  most  easily  observable.  Customers  expect  that  products  typically  held 
by  a  pharmacy  are  readily  available  for  purchase  during  normal  business 
hours.  Stockouts  often  produce  frustration  and  dissatisfaction  among  cus¬ 
tomers,  but,  if  infrequent,  may  be  forgiven.  However,  frequent  stockouts  can 
result  in  a  loss  of  business.  In  hospitals,  frequent  stockouts  of  commonly 
used  products  can  result  in  a  decline  in  the  quality  of  patient  care,  create 
frustration  among  the  medical  and  nursing  staffs,  and  promote  dissension 
between  the  pharmacy  and  other  staffs. 


The  mechanics  of  inventory  control 

The  primary  goal  of  inventory  control  is  balance  between  having  sufficient 
amounts  of  a  product  on  hand  when  needed  and  minimizing  costs  associated 
with  the  inventory.  Fundamentally,  inventory  control  is  assuring  this  balance 
—  when  to  order  the  product  and  how  much  to  order.  As  such,  the  pharmacy 
manager  must  be  aware  of  the  total  cost  of  the  inventory,  which  is  the  sum 
of  the  all  the  costs  associated  with  inventory: 

Total  cost  (TC)  =  Acquisition  costs  (AC)  +  Procurement  costs  (PC) 

+  Carrying  costs  (CC) 


How  much  to  order 

The  first  concern  is  how  much  the  pharmacy  manager  should  order  consid¬ 
ering  all  the  costs.  Many  pharmacy  managers  use  their  intuition  and  decide 
how  much  to  order  based  on  prior  knowledge  of  usage  patterns  and  current 
costs.  There  is  also  a  more  scientific  method  of  ordering,  called  the  economic 
order  quantity  (EOQ).  The  EOQ  is  essentially  a  formula  that  determines  the 
point  at  which  the  ordering  and  carrying  costs  for  a  product  are  the  lowest. 
The  EOQ  should  be  considered  whenever  there  is  a  repetitive  buying  pattern 
for  a  product,  as  it  will  help  minimize  the  costs  associated  the  inventory 
costs  of  the  product. 

The  EOQ  formula  is: 

EOQ  =  y  [(2  X  Annual  usage)  x  (Ordering  costs)  /  (Carrying  costs%  x  Unit  cost)] 
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This  formula  considers  the  annual  usage,  per-order  ordering  costs,  cost  of 
the  item,  and  carrying  costs.  As  the  order  quantity  increases,  ordering  costs 
decrease.  However,  as  the  order  quantity  increases,  the  carrying  costs  also 
increase.  Therefore,  the  total  cost  decreases  at  first,  until  the  carrying  costs 
exceed  the  ordering  costs.  The  point  at  which  the  carrying  costs  equal  the 
ordering  costs  is  the  lowest  total  cost.  This  quantity,  the  EOQ,  will  produce 
the  minimum  total  cost.  The  concept  of  the  EOQ  is  best  expressed  graphically 
(Eigure  11.1). 

Consider  the  following  example.  A  pharmacy  uses  1200  bottles  of  aspirin 
armually,  and  each  order  costs  $5.00.  Eurther,  a  single  bottle  of  aspirin  costs 
$0.50,  with  a  carrying  cost  of  10%  of  the  cost.  The  EOQ  equation  would  be 
as  follows: 


EOQ  =  y  [2  X  (1200)  x  $5.00  /  $0.50  x  0.1)] 

EOQ  =  490  bottles  per  order 

Therefore,  the  pharmacy  should  order  490  bottles  of  aspirin  about  2.5  (1200/ 
490),  times  per  year  (about  every  20  weeks). 

When  to  reorder 

If,  according  to  the  EQQ  model,  aspirin  should  be  ordered  every  20  weeks, 
the  idea  of  when  to  order  seems  inherent  in  the  model.  However,  this  model 
assumes  that  the  usage  pattern  is  consistent  throughout  the  ordering  period 
and  that  when  the  stock  reaches  zero,  there  is  immediate  replenishment  to 
the  EQQ.  Because  buying  patterns  vary  over  time  and  it  takes  time  to  order, 
receive,  and  stock  items,  the  pharmacy  manager  needs  to  have  an  idea  of 
the  reorder  point.  The  reorder  point  is  that  point  at  which  the  manager  needs 

EOQ  Model  Cost  Curves 


Optimal  Order 

Figure  11.1  Economic  order  quantity  cost  curves. 


Order  Ouantity 
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to  reorder  inventory  to  assure  adequate  supply  for  the  customer.  The  formula 
for  reorder  poinf  is: 

Reorder  point  (ROP)  =  Demand  rate  (DR)  x  Lead  time  (LT)  +  Safety  stock  (SS) 

The  demand  rate  (DR)  is  the  amount  of  producf  used  or  sold  wifhin  a  given 
period  of  time.  If  is  expressed  as  fhe  number  of  unifs  per  unif  of  time.  The 
lead  time  (LT)  is  fhe  amounf  of  time  if  fakes  fo  order  and  receive  a  producf 
from  a  supplier.  In  pharmacies  fhe  LT  is  offen  1  day,  if  buf  can  be  upwards 
of  1  fo  2  weeks,  depending  on  fhe  producf  and  fhe  supplier.  The  safely  stock 
(SS)  is  fhe  buffer  of  producf  kepf  on  hand  fo  accommodafe  increases  in 
demand  or  longer  fhan  expecfed  LTs. 

In  fhe  aspirin  example,  we  can  consider  a  2-day  LT,  a  daily  usage  rafe 
of  3  bottles  (1200  per  year/365  days  per  year)  and  a  safely  stock  of  a  2-day 
supply. 

Therefore,  fhe  formula  would  become: 

ROP  =  3  bottles  /  day  x  2  days  LT  +  2  days  SS 
ROP  =  8  bottles 

The  pharmacy  manager  should  reorder  the  EOQ  of  490  bottles  of  aspirin 
when  fhere  are  8  bottles  left  in  fhe  pharmacy. 

Controlling  inventory 

Invenfory  measuremenf  is  parf  and  parcel  of  confrolling  invenfory.  One  of 
fhe  mosf  common  measures  of  invenfory  confrol  is  fhe  invenfory  furnover 
rafe  (ITR).  The  ITR  measures  how  fasf  invenfory  moves,  i.e.,  how  frequenfly 
invenfory  is  sold  and  repurchased  for  stocking.  A  high  ITR  indicafes  frequenf 
usage,  which  in  fum  indicates  confinued  sales  and  profifs.  Therefore,  t}^)!- 
cally,  if  is  besf  fo  have  a  high  ITR  —  up  fo  a  poinf.  Recall  from  fhe  EOQ 
model  fhaf  ordering  cosfs  can  influence  overall  cosfs.  Ordering  too  frequenfly 
can  increase  overall  invenfory  cosfs.  The  optimal  ITR  for  ifems  varies  based 
on  fhe  fofal  invenfory  cosfs  of  fhe  producf  and  should  be  individualized. 
Each  ifem  should  have  ifs  own  ITR  calculated.  This  will  allow  fhe  manager 
fo  determine  specific  sifuafions  in  which  fhe  invenfory  is  nof  fuming  over 
sufficienfly.  If  fhe  ITR  needs  fo  increase,  purchasing  a  lower  quantify  more 
offen  should  be  considered.  Eor  ifems  wifh  a  f5q)ical  20  fo  30%  average  gross 
margin  (GM%),  fhe  ITR  is  usually  5  fo  6  fimes  per  year;  for  ifems  wifh  a 
tower  average  GM%,  fhe  ITR  should  be  higher. 

One  can  easily  calculate  fhe  ITR  for  a  producf  given  a  few  pieces  of 
informafion  (see  Ghapfer  9  for  an  example).  The  ITR  considers  fhe  cosf  of 
goods  and  fhe  average  invenfory  invesfmenf.  These  facfors  should  be  faken 
over  fhe  same  period  of  fime,  fypically  1  year.  How  fhe  invenfory  is  valued 
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must  be  consistent  from  one  time  period  to  another.  The  next  section  dis¬ 
cusses  how  inventory  is  valued. 


Valuing  Inventory 

There  are  at  least  three  different  methods  for  valuing  inventory:  (1) 
firsf-in-firsf-ouf  (FIFO),  (2)  lasf-in-firsf-ouf  (LIFO),  and  (3)  weighfed  average 
cosf  (WAC). 

The  FIFO  mefhod  considers  fhaf  fhe  firsf  items  broughf  info  fhe  phar¬ 
macy  are  fhe  firsf  ones  sold.  This  creates  an  invenfory  of  newer  ifems.  The 
value  of  fhe  invenfory  is  calculated  by  mulfiplying  fhe  number  of  unifs 
remaining  in  fhe  invenfory  by  fhe  cosf  per  ifem.  If  fhe  cosf  of  fhe  ifems  has 
risen,  i.e.,  fhe  ifems  in  invenfory  are  more  expensive  fhan  fhose  already  sold, 
fhe  value  of  fhe  invenfory  can  be  inflated  using  fhe  FIFO  mefhod;  conversely, 
if  fhe  cosf  of  fhe  ifems  has  declined,  fhe  value  of  fhe  invenfory  can  be 
underesfimafed. 

The  LIFO  mefhod  assumes  fhaf  fhe  invenfory  on  hand  is  fhe  oldesf 
invenfory,  and  fhe  value  is  calculafed  based  on  fhose  ifems.  In  fimes  of 
increasing  cosfs,  fhe  LIFO  mefhod  mighf  underesfimafe  fhe  invenfory  value 
and  vice  versa. 

The  WAC  mefhod  determines  fhe  weighfed  average  of  fhe  invenfory, 
considering  fhe  cosf  of  fhe  older  and  fhe  newer  ifems,  fhus  frying  fo  avoid 
fhe  impacf  of  increasing  or  decreasing  prices. 

See  Table  11.1  and  Table  11.2  for  an  example  of  each  mefhod.  Table  11.2 
shows  fhe  cosf  of  goods  sold  (COGS)  and  fhe  ending  invenfory  value  if  30 
boffles  remain  on  fhe  shelf  in  April  (i.e.,  40  are  sold). 

In  fhe  FIFO  mefhod,  if  is  assumed  fhaf  fhe  30  remaining  boffles  were 
purchased  in  April  (10)  and  March  (20).  Therefore,  fhe  value  of  fhe  invenfory 
is  10  X  $65  +  20  X  $75  =  $2150.  The  LIFO  mefhod  assumes  fhaf  fhe  remaining 


Table  11.1  Background  Information 


Month 

No.  of  Units  Purchased 

Cost  Per  Unit  ($) 

Total  Cost  ($) 

January 

20 

60 

1200 

February 

10 

70 

700 

March 

30 

75 

2250 

April 

10 

65 

650 

Total 

70 

4800 

Average 

4800/70  =  68.58 

Table  11.2  Valuation  Methods 

Method  Ending  Inventory  Value 

FIFO  $2150  (10  X  $65  +  20  x  75) 

LIFO  $1900  (10  X  $70  +  20  x  60) 

WAC  $2057  (30  x  $68.58) 


Chapter  eleven:  Principles  of  inventory  management 


179 


bottles  were  purchased  in  February  (10)  and  January  (20)  for  a  total  value 
of  $1900.  The  WAC  mefhod  averages  fhe  cosf  of  fhe  boffles  af  $68.58  each 
for  a  fofal  cosf  of  $2057.  (See  Table  11.2). 

To  calculafe  fhe  annual  value  of  fhe  inventory,  fofal  fhe  value  of  each 
producf  in  fhe  invenfory  (quantify  on  hand  times  cosf)  af  fhe  same  fime  each 
year.  Use  fhe  following  equation  fo  gef  fhe  company’s  invenfory  value: 

Ending  inventory  =  Beginning  inventory  +  Net  purchases  -  Cost  of  goods  sold 

Therefore,  fake  whaf  you  have  in  fhe  begirming,  add  whaf  you  have  pur¬ 
chased,  subfracf  whaf  you  have  sold,  and  fhe  resulf  is  whaf  remains  .You  can 
also  defermine  fhe  armual  average  invenfory  value  by  calculating  fhe 
monfhly  invenfory  values,  adding  fhese  monfhly  invenfory  values,  and 
dividing  by  12.  Regardless  of  fhe  mefhod  chosen,  fhe  pharmacy  manager 
musf  consisfenfly  use  fhe  same  mefhod  from  year  fo  year. 

Methods  of  inventory  control 

The  mosf  commonly  employed  mefhod  of  invenfory  confrol  is  fhe  visual 
inspection  mefhod.  This  mefhod  requires  fhe  pharmacisf,  or  ofher  designated 
personnel,  fo  visually  inspecf  fhe  number  of  items  remaining  on  a  shelf. 
From  fhis  number,  fhe  person  fhen  defermines  whefher  fhere  is  adequafe 
invenfory  or  whefher  an  order  should  be  placed.  The  person  may  use  fhe 
ROP  and  EOQ  fo  help  defermine  whefher  an  order  should  be  placed  and 
fhe  quantify  of  fhe  order.  This  is  a  fixed-quanfify  reorder  sysfem,  in  which 
fhe  date  of  reordering  varies  buf  fhe  quanfify  remains  fhe  same. 

Offen,  fhe  manager  sefs  up  a  periodic  inspecfion  schedule  fo  aid  in 
invenfory  confrol.  In  fhis  modified  visual  inspecfion,  fhe  invenfory  manager 
roufinely  inspecfs  designated  invenfory  levels,  e.g.,  on  a  daily  or  weekly 
basis,  fo  defermine  whefher  an  order  should  be  placed.  This  routine  exam¬ 
ination  of  invenfory  minimizes  fhe  pofenfial  for  sfockoufs  and  can  pofen- 
fially  improve  invenfory  confrol.  This  is  a  fixed-time  reorder  sysfem,  in  which 
fhe  quanfify  ordered  mighf  vary  buf  fhe  dafe  of  ordering  remains  fhe  same. 
This  is  ideal  for  small  fo  medium  businesses  for  whom  a  prime  vendor  is 
fhe  main  supply  source  and  fhe  frue  volume  of  acfivify  can  be  defermined 
easily. 

However,  because  a  pharmacy  confains  hundreds  or  even  fhousands  of 
items,  if  is  difficulf  fo  use  eifher  mefhod  reliably,  particularly  if  fhere  are 
mulfiple  vendors.  In  such  cases,  fhere  is  an  added  mefhod  fo  fhe  periodic 
inspecfion  called  fhe  ABC  mefhod  of  confrol  (Figure  11.2).  The  ABC  mefhod 
of  confrol  prioritizes  fhe  ifems  info  fhree  levels  based  on  fhe  fheory  fhaf  a 
small  percenfage  of  all  fhe  merchandise  accounfs  for  a  large  percenfage  of 
fhe  dollar  invesfmenf.  A  ifems  f5q)ically  comprise  only  20%  of  fhe  invenfory 
ifems,  buf  accounf  for  nearly  80%  of  fhe  cosf.  Because  one  of  fhe  main 
objecfives  of  invenfory  confrol  is  fo  minimize  fhe  invenfory  invesfmenf,  if  is 
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Figure  11.2  ABC  method  of  inventory  control. 

only  logical  to  focus  on  the  items  that  involve  the  most  cost.  B  items  typically 
compose  about  60  to  70%  of  the  items  in  the  inventory  and  about  10%  of  the 
total  costs.  C  items  account  for  the  remaining  10  to  20%  of  the  items  and  the 
remaining  10%  of  the  costs. 

Therefore,  A  items  are  typically  inspected  and  reordered  daily,  or  near 
daily.  B  items  are  ordered  less  frequently  and  C  items  even  less  frequently. 
This  method  allows  the  pharmacy  to  focus  on  those  items  that  have  a  higher 
ITR  and  can  be  managed  more  efficiently. 

With  the  advent  of  computers  and  the  introduction  of  automated  dis¬ 
pensing  devices,  the  idea  of  a  perpetual  inventory  is  within  the  grasp  of 
today’s  pharmacy.  Further,  the  routine  use  of  barcoding  allows  integration 
of  point-of-care  inventory  management  systems.  In  such  systems,  the  inven¬ 
tory  is  constantly  inspected  and  ordering  and  restocking  takes  place  much 
faster. 

Conclusion 

The  process  of  managing  inventory  appears  mundane  and  routine,  appar¬ 
ently  made  simple  by  models  and  strategies  such  as  the  EOQ  and  the  ABC 
method.  Although  these  models  can  aid  the  pharmacist  in  inventory  control, 
they  are  more  important  in  developing  good  purchasing  and  inventory 
control  policies.  These  policies  then  must  be  monitored  frequently  and  imple¬ 
mented  daily,  because  inventory  is  the  single  largest  investment  in  a  phar¬ 
macy.  When  inventory  levels  change,  there  is  a  potential  for  loss  of  profits, 
customer  dissatisfaction,  or  both.  Therefore,  the  pharmacist  must  manage 
inventory  continuously  to  assure  minimized  costs  balanced  by  the  mainte¬ 
nance  of  an  adequate  supply  for  customers  and  patients. 
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Introduction 

In  fhe  presenf  healfh  care  markef,  promoting  rational  drug  fherapy  is  key  fo 
ensuring  good  clinical  care.  Hospifals  and  managed  care  organizations  are 
charged  wifh  mainfaining  a  sysfem  fhaf  promofes  safe  and  effective  drug 
fherapy  Physicians,  pharmacisfs,  and  ofher  healfh  care  pracfifioners  are 
responsible  for  implementing  fhis  sysfem.  These  healfh  care  pracfifioners 
offen  use  committees,  such  as  fhe  Pharmacy  and  Therapeufics  (P&T)  com- 
miffee,  as  a  vehicle  for  communicafing,  discussing,  deciding,  and  moniforing 
which  medications  should  be  used  wifhin  fhe  organizafion.  Furfher,  fhe 
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committees  develop  policies  and  procedures  for  the  rational  use  of  medica¬ 
tions  fhroughouf  fhe  insfifufion. 

In  fhe  hospifal  or  nursing  home  seffing,  fhe  P&T  committee  is  a  medical 
sfaff  committee  reporting  fo  fhe  medical  executive  committee  of  fhe  insfifu¬ 
fion.  The  P&T  commiffee  reviews  informafion  on  new  and  existing  medica¬ 
tions,  analyzes  fheir  uses  fhroughouf  fhe  insfifufion,  and  recommends  fhe 
confinued  use  or  disconfinuafion  of  fhese  medicafions  for  pafienfs.  In  fhis 
capacify,  fhe  P&T  commiffee  serves  as  an  advisory  group  fo  fhe  medical  sfaff, 
hospifal  adminisfrafion,  and  fhe  direcfor  of  pharmacy  wifh  regard  fo  drug 
fherapy  wifhin  fhe  insfifufion.  The  formulary  is  a  lisf  of  medicafions  devel¬ 
oped  by  fhe  P&T  commiffee  delineafing  fhe  drugs  approved  for  use  wifhin 
fhe  insfifufion  or  organization. 

In  fhe  1980s,  managed  care  organizations  adopfed  fhe  use  of  P&T  com¬ 
mittees  in  an  efforf  fo  promofe  rational  drug  use  in  fhe  oufpafienf  seffing. 
The  managed  care  P&T  commiffee  funcfions  very  similarly  fo  a  hospifal  P&T 
commiffee,  buf  fhe  P&T  members  are  fypically  pracfifioners  fhroughouf  fhe 
geographic  region  and  may  include  academicians  as  well.  Furfher,  a  man¬ 
aged  care  P&T  commiffee  fends  fo  mainfain  a  greafer  level  of  aufonomy  and 
aufhorify  for  approving  medicafions  for  formulary  inclusion. 

The  P&T  commiffee,  wifh  ifs  role  in  developing  medication  use  policies 
and  formularies,  is  arguably  fhe  mosf  imporfanf  organizafional  commiffee 
in  which  a  pharmacisf  mainfains  membership.  In  fhis  regard,  pharmacisfs 
can  lead  fhe  organization  in  defining  appropriafe,  cosf-effecfive  care  for  fhe 
pafienfs  fhey  serve. 

P&T  committee 

Ideally,  fhe  P&T  commiffee  oversees  fhe  developmenf  and  implemenfafion 
of  all  policies  relafed  fo  fhe  use  of  medicafions  wifhin  an  organizafion.  These 
policies  can  range  from  prescribing  privileges,  fo  defermining  who  can  order 
which  fypes  of  medicafions  (e.g.,  chemofherapy)  and  even  fo  who  can 
adminisfer  medicafions.  Furfher,  fhe  P&T  commiffee  provides  guidance  on 
how  medicafions  should  be  used  and  for  which  diseases.  The  purpose  of 
fhese  policies  is  fo  mainfain  high-qualify  pafienf  care,  wifh  minimial  risk 
and  reasonable  cosf  {Principles  of  a  Sound  Drug  Formulary  System,  2000). 

Structure  and  composition 

The  sfrucfure  of  a  P&T  commiffee  varies  depending  on  fhe  organizafional 
fype.  The  commiffee  fypically  has  represenfafives  from  fhe  principle  users 
of  medicafions,  including  physicians,  nurses,  and  pharmacisfs,  and  periph¬ 
eral  users,  such  as  laborafory  persormel  and  nufrifionisfs.  Hospifal  admin¬ 
isfrafion  may  also  be  represenfed,  because  if  has  a  vesfed  inferesf  in  fhe  cosf 
of  medicafions. 

Marmeback  (1999)  reviewed  resulfs  from  a  survey  of  187  hospifals 
nafionwide  regarding  fheir  P&T  committees’  sfrucfure  and  funcfion.  Resulfs 
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indicated  that  the  average  P&T  committee  had  19  members,  12  of  whom 
were  physicians,  3  pharmacists,  2  nurses,  1  administrator,  and  1  other  mem¬ 
ber. 

The  physician  representatives  of  P&T  commiffees  are  drawn  from  fhe 
medical  specialfy  areas  represenfed  fhroughouf  fhe  organization.  Depending 
on  fhe  pafienf  mix  and  fypes  of  services  provided,  physician  members  may 
be  cardiologisfs,  pediafricians,  surgeons,  infectious  disease  specialisfs,  or 
infernal-medicine  physicians.  If  fhe  organization  has  a  confer  of  excellence 
in  oncology,  neurology,  or  ofher  specialfy,  physicians  from  fhose  groups 
mighf  also  be  represenfed.  The  Marmeback  survey  (1999)  showed  fhaf  99% 
of  fhe  chairs  of  P&T  commiffees  were  physicians.  This  seems  consisfenf 
because  if  is  a  medical  sfaff  committee. 

Pharmacisfs  also  play  key  roles  in  P&T  commiffees.  The  Marmeback 
survey  showed  fhaf  in  95%  of  fhe  P&T  commiffees,  fhe  director  of  pharmacy 
served  as  fhe  secrefary  of  fhe  commiffee.  In  fhis  role,  fhe  secrefary  works 
wifh  fhe  chair  fo  sef  fhe  agenda,  fake  and  wrife  fhe  mmufes,  and  communi¬ 
cate  fhe  recommendafions  of  fhe  commiffee  fo  fhe  appropriafe  people  or 
deparfmenfs.  In  fhis  role,  fhe  primary  link  befween  fhe  medical  sfaff  and  fhe 
pharmacy  sfaff  is  creafed  and  mainfained. 

Mosf  P&T  commiffees  meef  monfhly  for  an  average  of  7  fo  10  times 
armually  (Pedersen,  2001;  Marmeback,  1999;  Nash,  1993).  The  larger  fhe 
insfifufion,  fhe  more  frequenfly  fhe  P&T  commiffee  meefs  (Pedersen,  2001). 
Mosf  of  fhese  meefings  lasf  60  fo  90  minufes.  For  a  P&T  commiffee  fo  review 
and  acf  on  fhe  exfraordinary  workload,  fhere  often  is  a  subcommittee  struc¬ 
ture  with  the  P&T  committee  (Nash,  1993).  Figure  12.1  shows  the  relation¬ 
ships  among  the  medical  executive  committee,  the  P&T  committee,  and  its 
subcommittees. 

The  functions  of  subcommittees  are  fo  expedite  fhe  review  and  fake 
advanfage  of  special  skills  of  members.  For  example,  fhere  may  be  a  gasfro- 
enferology  subcommiffee  fhaf  consisfs  of  fwo  or  fhree  GI  physicians,  one  or 
fwo  nurses,  and  one  or  fwo  pharmacisfs.  This  group  of  specialisfs  is  in  an 


Figure  12.1  Typical  organizational  chart  showing  the  relationship  among  the  medical 
executive  committee,  the  P&T  committee,  and  the  P&T  subcommittees. 
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exceptional  position  to  review  a  new  Gl-related  drug  for  safety,  efficacy,  and 
cosf.  Furfher,  fhis  group’s  view  on  how  fhe  new  drug  should  fif  in  fhe 
insfifufion’s  currenf  array  of  GI  drugs  is  key  for  fhe  larger  group  fo  make  a 
better  formulary  decision.  The  resulf  of  fhe  subcommiffee’s  findings  is  pre- 
senfed  fo  fhe  enfire  P&T  commiffee,  which  fhen  reviews  fhe  merifs  of  fhe 
drug  from  a  sysfem-wide  perspective.  Af  fhe  P&T  commiffee  meefing,  fhe 
impacf  of  fhe  drug  on  pediafric  pafienfs,  surgical  pafienfs,  cardiology 
pafienfs,  and  ofhers  is  assessed  and  a  more  informed  recommendafion  can 
be  made  fo  fhe  medical  executive  commiffee.  Alfhough  fhis  may  seem  a  long 
and  arduous  process,  fhe  benefif  of  multiple  reviews  by  experfs  and  ofher 
users  helps  assure  fhe  besf  use  of  fhe  medication  wifhin  fhe  insfifufion. 


The  formulary  system 

The  P&T  commiffee ’s  primary  function  is  fo  mainfain  a  drug  formulary. 
Pedersen  ef  al.  (2001)  showed  fhaf  97.5%  of  hospifals  reporfed  fhaf  formulary 
developmenf  and  managemenf  was  a  primary  function  of  a  P&T  commiffee. 
Plowever,  key  elemenfs  of  managing  fhe  formularies  are  developing  and 
implemenfing  policies  fhaf  assure  safe  and  effective  medication  fherapy 
wifhin  insfifufions.  These  elemenfs  were  also  reporfed  as  primary  funcfions 
by  97.1%  of  fhe  hospifals  surveyed.  The  following  secfion  reviews  fhe  for¬ 
mulary  sysfem  and  ifs  managemenf. 

Formulary  management 

The  formulary  sysfem  is  a  confinuous  process  by  which  an  organizaf ion’s 
P&T  commiffee  (or  ifs  equivalenf)  selecfs  and  evaluafes  fhose  drug  producfs 
considered  mosf  useful  in  pafienf  care.  The  "Principles  of  a  Sound  Drug 
Formulary  Sysfem"  (2000),  endorsed  by  several  major  pharmacy  organiza¬ 
tions,  fhe  American  Medical  Association,  and  fhe  U.S.  Pharmacopeia,  defines 
a  formulary  sysfem  as  “an  ongoing  process  whereby  a  healfh  care  organiza¬ 
tion,  fhrough  ifs  physicians,  pharmacisfs,  and  ofher  healfh  care  professionals, 
esfablishes  policies  on  fhe  use  of  drug  producfs  and  fherapies,  and  identifies 
drug  producfs  and  fherapies  fhaf  are  fhe  mosf  medically  appropriafe  and 
cosf  effective  fo  besf  serve  fhe  healfh  inferesfs  of  a  given  pafienf  population.’’ 
Alfhough  some  confroversy  exisfs  (Horn  ef  al.  1996;  Green,  1986),  fhe  sysfem 
is  a  powerful  fool  for  improving  fhe  qualify  and  confrolling  fhe  cosf  of  drug 
fherapy  (Jewesson,  2000). 

The  formulary 

The  formulary  ifself  is  a  compendium  of  fhe  medications  and  policies  gov¬ 
erning  fhe  use  of  medications  wifhin  an  organization.  If  is  revised  annually 
and  disfribufed  fo  fhe  medical  sfaff,  heads  of  deparfmenfs  providing  direcf 
pafienf  care,  and  hospifal  adminisfrafion,  and  is  made  available  on  each 
pafienf  care  unif.  Furfher,  each  pharmacisf,  or  each  pharmacy  in  a  managed 
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care  network,  receives  a  copy  of  the  formulary.  The  "Principles"  (2000) 
defines  a  formulary  as  a  “continually  updated  list  of  medications  and  related 
information,  representing  the  clinical  judgment  of  physicians,  pharmacists, 
and  other  experts  in  the  diagnosis  and  /  or  treatment  of  disease  and  promo¬ 
tion  of  health.”  The  formulary  system  should  also  have  a  component  that 
enables  patients  to  receive  clinically  justified  medications  not  available  on 
the  formulary. 

The  formulary  typically  has  three  main  parts:  the  policy  component,  the 
actual  drug  list,  and  the  special  information  section.  The  policy  component 
contains  information  on  organizational  policies  and  procedures  governing 
the  use  of  drugs.  This  includes  the  process  for  adding  drugs  to  and  deleting 
them  from  the  formulary,  policies  and  procedures  for  requesting  nonformu¬ 
lary  medications,  and  a  review  of  the  policies  and  procedures  regarding 
restricted  medications.  This  section  also  contains  a  brief  description  of  the 
P&T  committee,  including  its  membership,  responsibilities,  and  operation 
and  organizational  regulations  governing  the  prescribing,  dispensing,  and 
administration  of  drugs.  Table  12.1  contains  a  more  comprehensive  list  of 
policies  potentially  contained  in  this  section  of  a  formulary. 

The  drug  product  section  contains  a  listing  of  the  drug  products 
approved  for  use  within  the  institution.  Further,  this  section  includes  basic 
therapeutic  information  about  each  item,  such  as  the  generic  and  brand 
names  of  the  drug,  dosage  forms,  strengths,  packaging,  and  sizes  stocked 
by  the  pharmacy.  The  individual  listing  of  the  drug  contains  this  basic 
information  and  may  contain  information  regarding  the  relative  cost  of  the 
drug  or  any  restrictions  placed  on  the  drug. 

The  special  information  section  contains  information  related  to  the  use 
of  drugs.  The  contents  of  this  section  vary,  depending  on  the  type  of  insti¬ 
tution,  and  may  include  information  on  medications  that  should  not  be 
crushed  (due  to  their  long-acting  nature),  dosing  conversion  tables  among 

Table  12.1  Typical  Policies  Contained  in  a  Formulary 

•  Approved  abbreviations  for  prescribing  drugs® 

•  Automatic  stop  orders 

•  Controlled-substances  considerations 

•  Formulary  status  or  tier  of  medication'’ 

•  Generic  and  therapeutic  equivalency  policies  and  procedures 

•  Investigational  drug  policies® 

•  Patients’  use  of  their  own  medications® 

•  Rules  to  be  followed  by  the  drug  manufacturers’  representatives 

•  Use  of  drug  samples 

•  Use  of  floor  stock  items® 

•  Verbal  drug  orders® 

•  Writing  drug  orders  and  prescriptions 

•  Quantity  limiP 

®  Typical  of  a  hospital  or  health  system  environment. 

Typical  of  a  managed  care  or  pharmacy  benefit  management  (PBM)  formulary. 
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Table  12.2  Special  Information  about  Drugs  Typically  Contained  in  a 
Formulary 

•  Abbreviations  used  for  prescribing 

•  Analgesic  equivalency  tables 

•  Contents  of  emergency  carts 

•  Dosing  guidelines  and  nomograms 

•  Drugs  that  cannot  be  crushed 

•  List  of  sugar-free  products 

•  Metric  conversion  tables 

•  Sodium  content  of  various  formulary  items 

•  Tables  of  equivalent  dosages  of  similar  drugs  (e.g.,  corticosteroids) 


similar  therapeutic  medications,  and  how  to  administer  certain  medications. 
Table  12.2  gives  a  more  comprehensive,  but  not  all-inclusive,  listing  of  infor¬ 
mation  that  may  be  contained  in  this  section. 

Types  of  formularies 

There  are  at  least  three  types  of  formulary  systems:  open,  closed,  and  mixed. 
Open  formularies  have  all  medications  available  for  use  throughout  the 
organization  and  have  no  limits  placed  their  use.  In  a  hospital  setting,  both 
prescription  and  over-the-counter  medications  are  available  for  use  and  an 
individual  prescriber  may  prescribe  any  medication  without  further 
approval.  In  a  managed  care  setting,  this  may  mean  that  all  medications  are 
paid  for  by  the  managed  care  organization  or  the  pharmacy  benefit  manager. 
The  implementation  of  open  formularies  in  the  managed  care  setting  may 
take  on  a  tiering  structure  to  encourage  cost  sharing  use  of  less  expensive 
medications  such  as  generics.  Further,  the  benefit  design  may  exclude  med¬ 
ications  available  over-the-counter  or  cosmetic  in  nature.  See  Chapter  19  for 
more  information. 

In  contrast  to  open  formularies,  closed  formularies  are  strictly  controlled. 
Only  certain  agents  are  available  and  strict  therapeutic  substitution  with  the 
most  recognized  agent  within  a  pharmacological  class  is  standard  procedure. 
The  purpose  of  this  type  of  formulary  is  to  assure  availability  of  all  needed 
products  at  the  least  cost  of  inventory  investment.  Because  this  mechanism 
of  control  maintains  the  least  costly  of  products,  it  is  ostensibly  the  most  cost 
effective.  However,  significant  restrictions  on  medication  use  often  produce 
dissatisfaction  and  dissension  among  the  health  care  practitioners  and 
patients.  Further,  Horn  et  al.  (1996)  suggest  that  strictly  controlled  formu¬ 
laries  may  increase  overall  health  care  costs. 

Mixed  formularies  attempt  to  take  on  the  aspects  of  both  open  and  closed 
formularies.  There  are  typically  two  classes  of  drugs  in  a  mixed  formulary: 
drugs  without  limitations,  which  are  drugs  any  physician  can  prescribe  to 
any  patient  without  limitations  or  control,  and  drugs  with  limitations.  Drugs 
with  limitations  can  be  restricted  drugs  or  targeted  drugs.  Restricted  drugs 
can  be  prescribed  by  physicians  only  in  certain  specialties  for  a  limited 
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patient  population.  For  example,  chemotherapeutic  agents  are  often 
restricted  drugs:  they  can  be  prescribed  only  by  oncologists  to  patients  with 
cancer.  There  might  be  some  exceptions  to  this  rule,  which  should  be  noted. 
For  example,  methotrexate  is  an  anticancer  drug  that  may  also  be  prescribed 
for  rheumafoid  arfhrifis. 

Targefed  drugs  can  be  prescribed  by  any  physician,  buf  fhese  drugs 
require  approval  before  use  and  are  prospecfively  monifored  fo  ensure  fhaf 
fhey  are  used  according  fo  approved  guidelines  or  freafmenf  profocols. 
Expensive  or  dangerous  anfibiofics  are  offen  puf  in  fhis  classificafion,  and 
approval  usually  comes  from  an  infectious-disease  physician  or  pharmacisf. 


Formulary  product  selection 

For  a  drug  fo  be  considered  for  formulary  inclusion,  fhe  Join!  Commission 
on  Accredifafion  of  Flealfhcare  Organizafions  (JCAFIO)  and  ofher  accrediting 
agencies  look  for  a  process  in  which  explicif  criferia  are  used  fo  help  judge 
fhe  merifs  of  fhe  drug.  In  general,  fhe  criferia  should  focus  on  fhe  fherapeufic 
efficacy,  safefy,  and  cosf  of  fhe  medication.  A  brief  discussion  follows  of  how 
fhese  fhree  general  areas  are  considered. 

The  process  by  which  an  insfifufion  adds  a  drug  fo  formulary  varies, 
buf  is  f5q)ically  as  follows.  There  is  an  insfifufional  policy  and  procedure  by 
which  fhe  P&T  commiffee  specifies  fhe  criferia  used  fo  evaluafe  formulary 
requesfs.  The  pharmacy  deparfmenf  submifs  a  written  new  drug  evaluafion 
fo  fhe  appropriafe  subcommiffee  or  pharmacy  and  fhe  fherapeufics  commif¬ 
fee.  This  wriffen  new  drug  evaluafion  is  called  fhe  formulary  monograph,  a 
documenf  wriffen  by  pharmacisfs  on  behalf  of  fhe  subcommiffee  or  P&T 
commiffee.  If  confains  basic  and  evaluafive  information  on  fhe  drug  being 
considered  for  inclusion.  This  informafion  reviews  fhe  evidence  on  fhe  effec- 
fiveness,  fhe  safefy,  and  fhe  cosf  of  fhe  producf.  Table  12.3  lisfs  fhe  headings 
fhaf  should  be  included  in  a  formulary.  The  purpose  of  fhe  documenf  is  fo 
educafe  members  of  fhe  commiffee  on  fhe  clinical  use  of  fhe  producf.  As 
such,  fhe  monograph  confains  basic  informafion  on  fhe  pharmacology, 
FDA-approved  and  non-FDA-approved  uses,  reviews  of  fhe  clinical  frials 


Table  12.3  Elements  Contained  in  a  Typical  Formulary  Monograph 

•  Introduction 

•  Indications /Approvals 

•  Pharmacology 

•  Pharmacokinetics 

•  Clinical  trials  results /Comparative  data 

•  Adverse  effects 

•  Dose,  how  it  is  supplied 

•  Economic  impact  statement 

•  Summary  and  recommendation 

•  Bibliography 
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documenting  the  drug’s  efficacy  and  safefy,  and,  if  available,  comparafive 
informafion  wifh  existing  drugs  on  fhe  formulary.  Furfher,  fhe  monograph 
confains  informafion  on  how  fhe  producf  should  be  used  wifhin  fhe  insfifu- 
fion,  and  cosf  comparisons,  including  an  economic  impacf  sfafemenf.  The 
economic  impacf  should  review  nof  only  fhe  acquisifion  cosf  of  fhe  drug, 
buf  fhe  overall  impacf  on  laboratory,  nursing,  and  pharmacy  persormel.  This 
should  be  grounded  in  pharmacoeconomic  principles  and  practices  in  order 
to  assure  accurafe  informafion.  This  sfafemenf  is  becoming  increasingly  crif- 
ical  and  needs  fo  be  a  parf  of  fhe  final  recommendation,  because  fhe  acqui¬ 
sifion  cosf  of  fhe  drug  is  only  parf  of  fhe  overall  cosfs. 

In  addition,  fhe  fherapeufic  appropriateness  of  fhe  producf  should  be 
considered.  This  relafes  fo  fhe  appropriateness  of  fhe  drug  for  a  specific 
condifion.  The  insfifufion  should  review  fhe  fypes  of  pafienfs  if  cares  for  and 
develop  a  formulary  suifed  fo  fhe  fherapeufic  needs  of  fhe  populafion  if 
serves.  When  a  new  drug  is  presenfed  for  formulary  consideration,  fhe 
quesfion  of  fhe  populafion’ s  needs  should  be  answered  before  considering 
ifs  inclusion.  If  fhere  are  few  fo  no  pafienfs  expected  fo  need  fhe  agenf,  fhen 
if  should  nof  be  considered  for  inclusion.  Anofher  characferisfic  of  an  agenf 
is  ifs  uniqueness.  There  are  many  “me-foo”  producfs  on  fhe  markef.  For 
example,  as  of  fhis  writing,  fhere  are  10  angiofensin-converfing  enzyme 
inhibitors  (ACE  inhibitors)  on  fhe  markef.  A  managed  care  organization  or 
a  hospifal  does  nof  need  fo  have  all  11  on  fhe  formulary.  Consideration 
should  be  given  agenfs  fhaf  presenf  a  unique  clinical  benefif  fo  fhe  populafion 
being  served. 

The  availabilify  of  generic  medications  is  also  a  consideration.  Generic 
subsfifufion  is  fhe  process  by  which  drug  producfs  fhaf  confain  fhe  same 
acfive  ingredienfs  and  are  chemically  identical  in  sfrengfh,  concenfrafion, 
dosage  form,  and  route  of  adminisfrafion  are  used  fo  replace  fhe  original 
branded  producf.  Subsfifufion  wifh  FDA-approved  generically  equivalenf 
producfs  is  an  effecfive  means  of  mainfaining  qualify  care  af  a  tower  cosf. 

Drug  use  programs 

Key  fo  a  successful  formulary  managemenf  program  is  fhe  use  of  proven 
fools  fo  assure  fhe  safe  and  effecfive  use  of  medicafions.  These  fools  include 
critical  pafhways,  disease  managemenf  programs,  policies  based  on  fhe  prin¬ 
ciple  of  fherapeufic  interchange,  and  sfep-down  fherapy  programs.  All  fhese 
programs  can  also  be  implemenfed  in  conjuncfion  wifh  fhe  drug-use  evalu¬ 
ation  program  (see  Chapfer  13). 

Critical  pafhways,  also  known  as  clinical  pafhways  or  care  maps,  are 
fools  of  pafienf  care  managemenf  fhaf  are  created  by  mulfidisciplinary  feams, 
which  are  intended  fo  lead  fo  fhe  mosf  desirable  pafienf  oufcome  in  fhe  mosf 
desirable  time  frame.  These  programs  prespecify  whaf  procedures,  lab  fesfs, 
medicafions,  and  diefary  and  exercise  needs  a  pafienf  should  receive  during 
a  hospifalizafion  for  a  specific  time.  There  exisfs  evidence  fhaf  programs  fhaf 
focus  on  knee-replacemenf  fherapy  and  communify-acquired  pneumonia  are 
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effective  at  reducing  the  length  of  stay,  adverse  consequences,  and  costs 
associated  with  the  treatment  of  these  disorders  (Kirk  et  al.,  1996).  Disease 
management  programs,  discussed  in  greater  detail  in  Chapter  17,  are  also 
successful  at  improving  outcomes. 

Two  related  programs  are  the  sequential  (step-down)  therapy  (aka 
IV-to-PO  switch)  and  the  therapeutic  interchange  program.  The  sequential 
therapy  approach  consists  of  substituting  a  parenteral  agent  with  an  equiv¬ 
alent  oral  agent  under  specific  guidelines.  These  guidelines  are  developed 
and  reviewed  at  the  P&T  committee  and  approval  comes  from  the  medical 
executive  committee.  The  resulting  implementation  occurs  through  the  phar¬ 
macy  department.  Typically,  pharmacists  review  the  institution’s  medication 
records  for  patients  on  targeted  IV  medications  (e.g.,  Hj-blockers  or  select 
antibiotics).  Once  identified,  the  patient’s  chart  is  reviewed  and,  if  appropri¬ 
ate,  an  appropriate  oral  medication  is  substituted  for  the  IV  medication.  The 
outcome  t5q)ically  is  similar  efficacy  at  a  much  lower  cost.  Therapeutic  inter¬ 
change  is  the  automatic  substitution  of  products  within  a  therapeutic  class 
that  have  a  similar  pharmacologic  action  and  render  an  equivalent  thera¬ 
peutic  effect.  This  occurs  only  under  an  arrangement  between  a  pharmacist 
and  an  authorized  prescriber  who  have  previously  established  and  jointly 
agreed  on  conditions  for  interchange  (Chase  et  al.,  1998).  For  example,  a 
nizatidine  150-mg  PO  bid  may  be  interchanged  for  a  ranitidine  150-mg  bid. 
These  doses  are,  for  some  indications,  therapeutically  equivalent.  The  use  of 
the  less  expensive  nizatidine  can  be  justified  based  on  the  equivalent  efficacy 
and  safety  of  the  two  products.  However,  the  specific  program  needs  to  be 
continually  monitored  and  updated  as  new  efficacy  and  safety  information 
becomes  available. 

Lastly,  reporting  adverse  drug  events  and  medication  errors  (see  Chapter 
16)  is  an  important  function  of  the  P&T  committee.  The  P&T  committee  is 
the  best  group  of  practitioners  organized  to  identify  system-wide  issues 
regarding  the  appropriate  use  of  medications.  The  function  of  the  P&T  com¬ 
mittee  is  to  analyze  the  systems  and  structures  that  might  contribute  to 
medication  errors  and  implement  steps  to  prevent  these  errors  from  being 
repeated.  Further,  the  role  of  the  P&T  committee  is  to  report  medica¬ 
tion-related  adverse  events  to  both  the  community  in  which  it  serves  as  well 
as  the  Food  and  Drug  Administration  (FDA).  The  FDA  reporting  t5q)ically 
is  for  more  serious  and  uncommon  adverse  reactions.  This  is  usually  accom¬ 
plished  through  the  FDA  MedWatch  system,  a  voluntary  reporting  system 
for  health  care  professionals.  The  FDA  MedWatch  is  designed  to  provide  the 
public  with  timely  information  regarding  safety  issues  related  to  medica¬ 
tions. 
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lead  the  organization  through  the  process  previously  described  and  encour¬ 
age  critical  thinking  about  the  addition  of  expensive  and  potentially  danger¬ 
ous  drugs  to  the  formulary.  Coupled  wifh  fhis  is  fhe  issue  of  conflicf  of 
inferesf.  Members  of  fhe  P&T  commiffee  mighf  have  a  significanf  financial 
or  ofher  inferesf  in  seeing  a  producf  affain  formulary  sfafus.  These  inferesfs 
could  be  sfock  invesfmenf  in  fhe  company  sponsoring  fhe  producf,  research 
supporf  from  fhe  company,  or  a  parficipanf  on  fhe  company’s  speakers 
bureau.  Ideally,  a  formulary  decision  should  be  based  on  fhe  benefif  fo  fhe 
population  being  served  and  nof  for  an  individual’s  personal  gain.  To  avoid 
supporfing  —  or  denying  —  a  producf  formulary  sfafus,  members  of  fhe 
P&T  commiffee  should  refrain  from  vofing  on  producfs  in  which  fhey  have 
a  subsfanfial  inferesf.  To  help  prevenf  conflicfs  of  inferesf  from  enfering  info 
formulary  decisions,  many  P&T  committees  require  members  fo  submif 
armual  sfafemenfs  fo  fhe  chair  of  fhe  P&T  commiffee,  disclosing  a  member’s 
financial  or  ofher  inferesf  in  drug-relafed  issues.  Alfhough  fhese  fypes  of 
programs  are  nof  foolproof,  fhey  are  helpful. 

Coupled  wifh  fhis,  many  P&T  committees  have  assumed  fhe  responsi- 
bilify  for  developing  policies  and  procedures  relafed  fo  pharmaceufical  sales 
represenfafives.  These  policies  are  designed  fo  ensure  fhaf  fhe  sales  repre- 
senfafives  acf  responsibly  and  provide  fhe  necessary  informafion  fo  fhe 
pracfifioners  for  care  of  pafienfs.  Furfher,  fhey  fend  fo  resfricf  acfivifies  of 
sales  represenfafives  fo  fhose  fhaf  provide  benefif  for  fhe  pafienf. 

Conclusion 

A  well-organized  P&T  commiffee  is  essenfial  fo  promofing  rafional, 
cosf-effective  drug  fherapy  fo  a  populafion  of  pafienfs.  This  commiffee  over¬ 
sees  fhe  formulary  developmenf  and  implemenfafion  of  fhe  formulary, 
which,  in  conjuncfion  wifh  ofher  drug-fherapy  programs  and  policies,  pro- 
mofes  high-qualify,  cosf-effective  care.  Pharmacists  play  a  significant  role  in 
the  functioning  of  fhe  commiffee  and  fhe  formulary  sysfem.  They  have  fhe 
expertise  necessary  fo  lead  fhe  organization  in  making  formulary  manage- 
menf  decisions  based  on  sound  clinical  and  economic  judgmenf. 
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Introduction 

The  currenf  healfh  care  sysfem  is  dependenf  on  fhe  appropriafe  use  of 
resources.  Medicafion  use  accounfs  for  a  large  proporfion  of  fhese 
resources,  wifh  fhe  base  cosf  of  medicafions  confinually  rising,  af  fimes 
exceeding  fhe  rafe  of  inflafion.  Eurfher,  fhe  rising  salaries  of  fhe  physicians, 
pharmacisfs,  and  nurses  involved  in  prescribing,  filling,  and  adminisfering 
medicafions  confribufes  fo  fhe  increased  cosf  of  medicafions.  Easily,  fhe 
complexify  of  fhe  medicafion  use  process  creafes  sysfems  in  which  bofh 
prevenfable  medicafion  errors  and  nonprevenfable  adverse  reacfions  occur, 
ballooning  fhe  cosf  of  medicafion  use.  Hospifals,  healfh  care  sysfems,  man¬ 
aged  care  organizafions,  and  pharmacy  benefif  managemenf  companies 
sfruggle  wifh  fhese  cosfs  daily.  To  cope  wifh  fhese  cosfs,  fhese  healfh 
sysfems  review  fhe  use  of  drugs  wifhin  fheir  populafions  fo  defermine 
where  improvemenfs  in  fhe  process  can  be  made  fo  assure  high  qualify, 
cosf-efficienf  care.  The  Joinf  Commission  on  Accredifafion  of  Healfhcare 
Organizafions  (JCAHO)  and  fhe  Nafional  Commiffee  for  Qualify  Assur¬ 
ance  (NCQA)  require  some  form  of  evaluafion  of  drug  use  (see  Chapfer 
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Table  13.1  Principles  of  Drug  Use  Review 

1.  Appropriate  authority 

2.  Understanding  the  characteristics  of  fhe  delivery  system  and  population  served 

3.  Availability  of  existing  profiles  of  drug  usage 

4.  Criteria  against  which  drug  usage  can  be  reviewed  and  judged 

5.  A  mechanism  for  assessing  the  impact  of  changes  implemented 

Source:  Adapted  from  Brodie,  DC  and  Smith  WE.  Hospitals  1976;  50:  143-150. 


21  on  accrediting  organizations).  This  process  is  often  referred  fo  as  drug 
use  evaluafion  (DUE).  Medicafion  use  evaluafion  (MUE),  drug  use  review 
(DUR),  and  medicafion  use  managemenf  (MUM)  are  synonyms  for  fhe 
DUE  process.  The  chapfer  describes  fhe  role  of  DUE  as  a  means  of  improv¬ 
ing  medicafion  use  wifhin  an  organizafion. 

History  ofDUE/DUR 

In  1972,  Brodie  published  an  imporfanf  paper  defining  fhe  process  of  review¬ 
ing  and  evaluating  drug  use  as  an  “ongoing  sfudy  of  fhe  frequency  of  use 
and  cosf  of  drugs,  from  which  paffems  of  prescribing,  dispensing,  and 
pafienf  use  can  be  defermined”  (Brodie,  1972).  This  concepf  was  furfher 
developed  by  Brodie  (1976)  when  he  published  five  principles  of  drug  use 
review  (Table  13.1).  These  principles  remain  fhe  basic  sfrucfural  componenfs 
of  all  DUR  programs.  As  per  fhese  principles,  fhe  program  musf  be  aufho- 
rized  by  a  governing  body  (fypically  a  Pharmacy  and  Therapeufics  [P&T] 
committee),  sysfemafically  sfrucfured  fo  assure  a  confinuous  and  consisfenf 
approach  fo  drug  use,  and  fhe  use  of  drugs  musf  be  measured  againsf 
predefermined  criferia  developed  by  professionals  and  experfs  who  use  fhe 
medications. 

Prom  1981  fo  1985,  fhe  JCAHO  (fhen  fhe  Joinf  Commission  on  Accred- 
ifafion  of  Hospifals)  applied  fhe  DUE  process  fo  hospifalized  pafienfs  receiv¬ 
ing  anfibiofics.  Adopfing  fhe  ferminology  antibiotic  utilization  review  (AUR), 
fhe  JCAHO  required  fhe  medical  sfaff  fo  review  fhe  appropriafeness,  safefy, 
and  efficacy  of  anfibiofics  used  wifhin  an  insfifufion.  Alfhough  holding  fhe 
medical  sfaff  responsible,  fhe  JCAHO  also  insisfed  fhaf  fhis  review  fake  place 
wifh  fhe  assisfance  of  fhe  deparfmenf  of  pharmacy,  osfensibly  fhrough  fhe 
P&T  commiffee.  In  1986,  fhe  emphasis  moved  from  sfricfly  anfibiofics  fo  all 
drugs.  In  1994,  fhe  JCAHO  adopfed  fhe  ferm  medication  use  evaluation  (MUE). 
This  name  change  was  also  coupled  wifh  a  shifting  emphasis  from  medical 
sfaff  reviews  fo  an  inferdisciplinary  approach  fo  drug  use,  including  all  users 
of  medicafions  (e.g.,  nurses  and  respirafory  fherapisfs). 

Healfh  policy  and  professional  responsibilities  have  changed  during  fhe 
years  since  DUR  was  infroduced  info  fhe  healfh  care  sysfem.  To  mainfain 
accredifafion,  hospifals  and  healfh  care  sysfems  are  bound  fo  conducf  MUE/ 
DUE  programs.  In  fhe  refail  setting,  fhe  Omnibus  Reconciliafion  Acf  of  1990 
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(OBRA  90)  required  that  pharmacists  identify  and  resolve  drug-related  prob¬ 
lems  before  fhey  reached  Medicaid  pafienfs.  Today,  fhis  DUR  sfandard  is 
applied  nof  only  fo  Medicaid  pafienfs  buf  fo  all  pafienfs  receiving  healfh 
care  benefifs  fhrough  a  fhird-parfy  provider  (e.g.,  an  insurance  company). 
As  such,  DUR  has  had  an  enormous  impacf  on  fhe  currenf  healfh  care  sysfem. 

The  disfincfion  befween  MUE/DUE  and  DUR  is  based  mainly  on  fhe 
origin  of  fhe  ferms  and  nof  on  fhe  processes.  DUE  is  fhe  process  used  fo 
improve  fhe  use  of  drugs  as  required  by  fhe  JCAHO,  and  DUR  is  fhaf  same 
process  mandafed  by  fhe  OBRA  90  regulafion.  Recenfly  fhe  NCQA  promul- 
gafed  new  sfandards  for  ufilizafion  managemenf,  incorporating  fhe  fenefs 
of  DUE.  Each  organization  requires  fhaf  fhe  process  be  an  ongoing,  crife- 
ria-based,  sysfemafic  process  designed  fo  improve  fhe  use  of  drugs.  Eurfher, 
fhe  responsibilify  does  nof  resf  only  wifh  a  single  practitioner;  rafher,  fhe 
responsibilify  for  fhe  safe  and  effective  use  of  medicafions  is  shared  among 
all  practitioners  involved  in  fhe  drug  use  process. 

DUE  programs  are  bofh  qualifafive  and  quanfifafive  sfudies  evaluating 
how  a  drug  is  used  compared  wifh  predefermined  criferia.  Coupling  fhe 
resulfs  of  fhis  comparison  wifh  recommendations  on  how  fo  improve  fhe 
use  of  fhe  drug  nof  only  achieves  fhe  improved  pafienf  care  objecfive  buf 
also  provides  subsfanfial  benefif  fo  fhe  pharmacisf  and  prescriber. 

The  DUE  process  allows  fhe  healfh  care  organizafion  fo  use  fhe  resulfs 
of  fhe  evaluafions  fo  compare  fhe  qualify  of  care  delivered  by  practitioners. 
This  peer  evaluafion  is  offen  used  by  managed  care  organizations  fo  encour¬ 
age  physician  compliance  fo  use  formulary  drugs,  generic  subsfifufion,  and 
clinical  practice  guidelines. 


DUE  types 

DUEs  can  be  performed  refrospecfively,  concurrenfly  or  prospectively  Ref- 
rospecfive  reviews  are  fhe  simplesf  fo  perform  buf  are  limifed  in  impacf.  In 
ref  respective  reviews,  fhe  pafienfs  have  already  received  fhe  drugs.  Because 
fhe  medicafions  have  already  been  adminisfered,  one  can  simply  review  fhe 
charfs  of  pafienfs  and  defermine  whefher  fhe  drug  use  mef  predefermined 
criferia.  Therefore,  fhese  sfudies  are  nof  time  dependenf  and  require  limifed 
resources.  The  value  of  fhese  sfrafegies  is  counferbalanced  by  fhe  lack  of 
impacf  fhey  have  on  pasf  drug  use.  Eurfher,  because  fhe  resulfs  of  fhe  sfudies 
are  based  on  written  records,  fhe  pofenfial  for  incomplefe  dafa  can  lead  fo 
bias  and  invalid  resulfs.  Refrospecfive  reviews  of  drug  use  patterns  can  assisf 
plans  in  developing  sfrafegies  for  more  comprehensive  and  relevanf  pro¬ 
spective  DURs.  Refrospecfive  DUEs  are  useful  for  idenfifying  problems  in 
fherapeufic  duplicafion,  abuse  of  medicafions,  appropriafe  generic  use,  and 
inappropriafe  durafions  of  fherapy. 

In  concurrenf  DUEs,  reviews  are  conducfed  while  pafienfs  are  receiving 
medicafions.  These  sfrafegies  allow  corrective  actions  fo  be  faken  during  fhe 
fime  fhe  pafienfs  are  receiving  fhe  medicafions.  Pafienfs  are  identified  as 
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existing  users  of  the  drugs,  and  their  profiles  or  charts  are  reviewed  to 
determine  how  well  the  drug  use  meets  predetermined  criteria.  If  problems 
are  identified,  there  are  opportunities  to  effect  changes  in  the  drug  use, 
hopefully  improving  the  quality  of  care. 

The  benefits  of  concurrent  reviews  are  balanced  by  the  difficulties  in 
identifying  patients  and  reviewing  problems  manually.  Computerized 
reviews  can  help  in  this  arena;  however,  to  effect  timely  changes,  one  must 
be  able  to  contact  prescribers  and  explain  the  situation.  Often  this  can  be 
difficult,  and  when  the  prescribers  are  reached,  they  may  be  reluctant  to 
change  therapy.  Problems  well  suited  for  concurrent  DUEs  are  drug-drug 
interactions,  incorrect  dosage,  and  therapeutic  duplication. 

Prospective  DUEs  occur  before  patients  receive  medications.  Therefore, 
if  problems  have  been  identified,  they  can  be  resolved  before  the  patients 
receive  the  medications.  A  major  disadvantage  to  prospective  reviews  is  that 
they  require  well-defined  and  coordinated  approaches  to  identifying  drugs 
targeted  for  review.  Eurther,  ready  access  to  patient  information  and  pre¬ 
scribers  makes  this  difficult  to  implement.  Problems  useful  for  identifying 
and  resolving  before  medication  administration  include  drug-allergy  and 
drug-disease  interactions,  incorrect  dosage,  age  or  disease-state  contraindi¬ 
cations,  and  therapeutic  duplications. 

Steps  in  conducting  a  DUE 

Table  13.2  outlines  the  steps  to  be  taken  when  conducting  a  DUE  program. 
These  steps  are  based  on  the  JCAHO  10-step  process  for  conducting  DUE/ 
MUE  programs. 

Step  1  is  to  gain  authority  from  the  organization’s  stakeholders  and 
design  an  appropriate  reporting  structure.  Those  with  the  authority  t5q)ically 
include  the  organization’s  administration,  medical  staff,  pharmacy  staff,  and 
nursing  staff;  others  maybe  included  as  well.  The  typical  source  of  authority 
is  the  P&T  committee  of  the  organization.  The  P&T  committee  may  delegate 
the  authority  to  one  of  its  subcommittees  or  charge  another  committee  with 
the  responsibility.  In  any  event,  the  clear  lines  of  authority  should  be  main¬ 
tained  and  reviewed  periodically. 

Table  13.2  Steps  in  the  DUE  Process 

1.  Gain  organizational  authority  and  assign  responsibility. 

2.  Delineate  scope  of  drug  use. 

3.  Identify  important  specific  drugs  to  be  monitored  and  evaluated. 

4.  Identify  indicators. 

5.  Establish  thresholds. 

6.  Collect  and  organize  data. 

7.  Evaluate  drug  use. 

8.  Take  actions  to  improve  drug  use. 

9.  Assess  effectiveness  of  actions. 

10.  Communicate  relevant  information  to  appropriate  individuals. 
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Table  13,3  Key  Processes  Evaluated  during  a  DUE 

1.  Prescribing  medications 

2.  Preparing  medications 

3.  Dispensing  medications 

4.  Administering  medications 

5.  Monitoring  efficacy  and  safety  (outcome) 


Step  2  is  to  delineate  the  scope  of  drug  use  within  the  organization  and 
outline  what  elements  of  the  drug  use  process  should  be  reviewed.  A  review 
of  peer-reviewed  scientific  literature,  relevant  clinical  practice  guidelines, 
and  accrediting  organization  requirements  should  be  the  underpirming  for 
this  step.  Table  13.3  lists  the  important  processes  evaluated  in  a  DUE/MUE. 

Step  3  is  to  identify  the  specific  drugs  to  be  reviewed.  Clinicians  involved 
in  the  institution’s  drug  use  process  should  be  consulted  to  aid  in  determin¬ 
ing  which  drugs  should  undergo  the  evaluation  process.  Information  from 
past  DUE  studies,  clinical  judgment,  and  current  literature  help  the  organi¬ 
zation  decide  the  target  drugs.  Typically,  drugs  with  high  use  within  the 
organization,  drugs  that  present  a  high  risk  to  patients,  or  drugs  with  a  high 
cost  are  considered  for  evaluation.  In  addition,  newly  introduced  drugs,  or 
drugs  used  for  a  new  population  of  patients,  may  be  good  candidates  for  a 
DUE. 

Step  4  for  those  involved  in  the  process  is  to  discuss  and  decide  on  the 
measures  of  quality  pertinent  to  the  drug  being  evaluated.  These  become 
the  criteria  for  drug  use.  They  are  developed  by  the  clinicians  using  the 
medications  and  are  often  based  on  both  evidence  from  the  literature  as  well 
as  local  experience.  Often,  surrogate  markers  of  disease  or  outcome,  or  both, 
must  be  used  if  more  clinically  relevant  data  are  not  readily  available  in 
computerized  records  or  in  the  patient’s  actual  chart. 

The  DUE  criteria  should  be  developed  in  concert  with  the  organization’s 
programmatic  goals  on  how  medications  should  be  used  within  the  system. 
The  criteria  developed  do  not  have  to  be  comprehensive  and  include  all  five 
key  processes  for  a  DUE  (Table  13.2);  rather,  the  criteria  can  be  based  only 
on  one  or  more  of  these  key  processes. 

Step  5  is  to  establish  thresholds  for  optimal  use.  Thresholds  are  the 
standards  against  which  performance  is  measured.  Eor  example,  if  the  cri¬ 
teria  for  dosing  a  medication  require  that  all  patients  receive  a  particular 
dose,  without  variation,  then  the  threshold  will  be  set  at  100%;  that  is,  100% 
of  the  patients  must  receive  that  dose.  It  is  not  necessary  to  set  absolute 
standards  (e.g.,  0%  therapeutic  duplication  or  100%  compliance  with  dosage 
recommendations),  because  individual  variation  should  be  taken  into 
account.  A  further  example  of  a  threshold  includes  the  percentage  of  patients 
expected  to  achieve  a  certain  outcome  (e.g.,  goal  blood  pressure,  75%; 
adverse  reaction,  12%).  Clinical  pharmacists  and  physician  specialists  should 
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be  involved  in  the  development  of  thresholds  because  of  fheir  clinical  expe¬ 
rience  wifh  fhe  drug  and  should  help  sef  fhese  reasonable  fhresholds.  See 
Table  13.4  for  example  criferia  and  fhresholds. 

Step  6  is  fo  collecf  and  organize  fhe  dafa.  As  nofed  earlier,  dafa  collecfion 
can  occur  refrospecfively,  concurrenfly,  or  prospecfively.  Because  of  fhe 
pofenfial  for  misuse  of  informafion,  and  fhe  old  adage  “garbage  in  -  garbage 
ouf,”  having  a  clear  plan  of  collecting  fhe  dafa  is  essenfial.  Informafion 
specialisfs  and  clinicians  musf  come  fogefher  fo  defermine  fhe  dafa  fo  be 
collecfed  and  fhe  mosf  efficienf  means  of  doing  so. 

In  Step  7,  once  fhe  dafa  are  collecfed,  comparing  and  evaluating  fhe 
resulfs  wifh  predefermined  fhresholds  resfs  wifh  fhe  clinicians.  Of  fen,  initial 
resulfs  are  reviewed  by  an  experienced  clinical  pharmacisf  and  fhen  broughf 
back  fo  all  sfakeholders  for  fheir  review.  All  clinicians  involved  in  fhe  criferia 
and  fhreshold  developmenf  should  joinfly  agree  on  conclusions  from  fhe 
dafa.  Somefimes,  fhis  process  also  uncovers  new,  appropriafe  frends  in  pre¬ 
scribing.  See  Table  13.4  for  an  abbreviafed  DUE  reporf  fo  a  P&T  committee. 

Step  8  is  fo  identify  solutions  fo  fhe  problems  identified  in  Sfep  7.  This 
sfep  includes  formulating  educational  programs  fo  improve  fhe  knowledge 
of  fhe  users  of  medications,  developing  resfricfions  fo  drug  use  based  on 
inappropriafe  use,  or  even  removing  fhe  drug  from  fhe  formulary  because 
of  fhe  pofenfial  dangers  if  mighf  presenf.  See  Table  13.5  for  example  recom¬ 
mendations  fhaf  may  come  from  a  DUE  reporf.  Education  is  fhe  mosf  com¬ 
mon  means  of  corrective  acfion  and  offen  becomes  fhe  cornersfone  of  all 
infervenfions  fo  improve  drug  use.  This  is  discussed  in  more  defail  lafer. 

Steps  9  and  10  involve  assessing  fhe  effecfiveness  of  fhe  acfions  faken  in 
Sfep  8;  a  continuous  qualify  improvemenf  (CQI)  process  (see  Chapfer  14); 
and  communicating  fhe  findings,  acfions,  and  follow-up  fo  fhe  appropriafe 
individuals  involved.  These  individuals  may  be  fhe  pafienfs,  fhe  provider, 
or  fhe  managed  care  organization. 

Educational  programs 

The  resulfs  of  a  DUE  program  should  be  shared  wifh  all  fhe  healfh  care 
providers  involved  in  fhe  medicafion  use  process.  There  are  several  sfrafegies 
for  communicafing  fhese  resulfs,  including  a  one-on-one  educafion  by  phar- 
macisfs  fo  providers,  workshops,  seminars,  and  newsleffers. 

Typically,  presenting  DUE  resulfs  direcfly  fo  a  healfh  care  professional 
more  effectively  changes  how  a  provider  uses  fhe  medicafion.  This  type  of 
process,  called  academic  defailing,  was  sfudied  by  Avom  and  Soumerai 
(1983).  In  fheir  classic  sfudy,  fhe  researchers  fargefed  435  physicians  and 
assigned  fhem  randomly  fo  one  of  fhree  groups:  (1)  face-fo-face  educafion 
by  clinical  pharmacisfs,  (2)  mailed  prinfed  maferials,  or  (3)  confrol  group 
(no  maferial  provided).  The  sfudy  found  fhaf  fhe  besf  means  of  affecfing 
prescribing  changes  was  fhrough  fhe  one-on-one  discussions,  and  fhaf 
mailed  prinfed  maferials  had  no  significanf  effecf  over  providing  no  maferial. 
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Table  13.4  Abbreviated  DUE  Report  for  the  Example  Drug  Peterpenem 


Criteria 

Threshold 

(%) 

Performance 
(n  =  25  Patients) 
(%) 

Comments 

Indications 

Serious  Gram-negative 
infections 

100 

92 

•  2  patients  were  treated 
for  Mycobacterium  avium 
intracellularae  (MAI) 

Dosing 

250-500  mg  q6h 

100 

72 

•  4  patients  were  not  dose 
adjusted  based  on  esti¬ 
mated  creatinine  clear¬ 
ance 

•  Eor  CrCl  b/t  20-50  ml/ 
min,  then  500  mg  q8-ql2h 

100 

88 

•  2  patients  received  great¬ 
er  than  50  mg/kg/d 

•  No  doses  >50mg/kg  and 
no  single  dose  >  500  mg 

100 

92 

•  1  patient  received  a 
loading  dose  of  1  g 

Lab  Studies 

•  Scr  at  baseline  and  daily 

100 

100 

All  labs  were  appropriately 
ordered 

•  Cultures  and  sensitivity 
testing  baseline  and  daily 

100 

100 

•  Others  as  indicated 

100 

100 

Efficacy 

•  Temperature  <  99“E 

85 

76 

•  The  2  MAI  patients 
passed  away 

•  Negative  cultures 

85 

72 

•  1  patient  developed 
resistant  Pseudomonas 
aeruginosa 

•  No  change  in  blood 
pressure 

90 

88 

•  1  patient  died  of  multiple 
organ  dysfunction  2°  to  a 
motor  vehicle  accident, 
with  septic  shock 

Safety/ Adverse  Reactions 

•  Diarrhea 

4 

16 

•  4  patients  experienced 
diarrhea 

•  Infusion  reactions 

1 

4 

•  1  patient  experienced 
pain  at  injection  site 

•  Seizures 

•  Other 

<1 

4 

•  1  patient  experienced  a 
seizure  —  recovered 
(dose  was  not  adjusted 
for  renal  function) 

•  2  patients  experienced 
allergic  reactions  (whole 
body  rash,  hives) 
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Table  13,5  Example  Recommendations  for  the  P&T  Committee  Based  on  an 
Example  DUE  Report 

1.  Consider  adding  MAI  to  the  approved  list  of  peterpenem  use  indications. 

2.  A  letter  to  the  medical,  nursing,  and  pharmacy  staffs  requiring  the  following: 

•  The  department  of  pharmacy  is  to  adjust  the  dosing  for  all  patients  receiv¬ 
ing  peterpenem  based  on  the  following  criteria: 

For  patients  with  CrClj^j  >  50  ml/min:  500  mg  q6-8h 
For  patients  with  CrClj^j  20-50  ml/ min:  500  mg  q8-12h 
For  patients  with  CrClj^j  <  20  ml/min:  500  mg  ql2h-24h 

•  Doses  higher  than  these  must  be  approved  by  the  infectious  disease  at¬ 
tending  and  clinical  pharmacist. 

•  An  educational  program  for  all  pharmacists  and  physicians  must  be  con¬ 
ducted  before  implementing  the  above  recommendations. 

3.  All  patients’  allergy  status  must  be  verified  before  initiating  peterpenem 
therapy. 


Coupled  with  this  academic  detailing,  data  suggest  that  early  involve¬ 
ment  of  respected  peers  in  the  design  and  implementation  of  a  DUE  program 
aid  in  the  successful  change  of  medication  use.  Further,  offering  clinicians 
short  summaries  of  guidelines  or  recommendations  for  change,  using  one 
of  the  respected  peers,  also  improves  medication  use. 


Tips  for  a  successful  program 

One  of  the  first  and  most  harmful  mistakes  in  conducting  a  DUE  program 
is  not  assuring  agreement  among  the  stakeholders  regarding  the  scope  and 
authority  of  the  program.  By  assuring  medical  staff  concordance  (most  often 
through  the  P&T  committee)  and  administrative  authority,  the  DUE  program 
is  more  likely  to  effect  a  true  and  meaningful  change  in  drug  use  throughout 
the  organization.  Further,  not  communicating  results  to  all  the  individuals 
involved  in  the  drug  use  can  impede  progress  on  improving  the  drug  use. 
Lastly,  all  DUE  results  must  be  well  documented  so  that  when  questions 
regarding  the  results  arise,  they  can  be  readily  answered. 

Conclusion 

The  responsibility  for  assuring  appropriate  drug  use  rests  with  all  profes¬ 
sionals  in  the  medication  use  process,  but  pharmacists  have  the  opportunity 
to  take  the  lead  in  continually  improving  this  process.  The  DUE  process  has 
evolved  into  a  core  function  for  pharmacists  and  will  continue  to  evolve  as 
more  sophisticated  tools  of  identifying  and  resolving  medication-related 
problems  are  developed. 
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Confinuous  qualify  improvemenf  (CQI),  mosf  simply,  can  be  defined  as  a 
sfrucfured  mefhod  for  continually  improving  all  activities  involved  wifh 
organizational  performance.  CQI  is  a  sysfemafic,  organizafional  approach 
for  confinually  improving  all  processes  fhaf  deliver  qualify  services  and 
producfs.^  Inherenf  in  improvemenf  of  qualify  is  fhe  need  fo  meef  and  exceed 
customer  expecfafions  in  fhe  mosf  fime-efficienf  manner  while  incurring  fhe 
leasf  economic  burden. 

To  infegrafe  CQI  info  organizafional  performance,  if  musf  be  embraced 
as  a  leadership  sfyle  and  managemenf  philosophy.  Table  14.1  lisfs  fhe  under¬ 
lying  concepfs  of  CQI  for  improving  organizafional  performance.  Qrgani- 
zafional  leaders  musf  infegrafe  CQI  info  vision,  mission,  and  value  sfafe- 
menfs,  and  develop  a  way  for  employees  af  every  level  of  fhe  organizafion 
fo  undersfand  CQI.  Engaging  employees  in  problem-solving  efforfs  is  a 


0-8493-1446-l/04/$0.00+$1.50 
©  2004  by  CRC  Press  LLC 


205 


206 


Managing  Pharmacy  Practice 


Table  14.1  CQI  Concepts  for  Improving  Organizational  Performance^”^ 

•  Define  CQI  for  your  organization. 

•  Develop  a  strong  customer  and  patient  focus. 

•  Design  structured  processes  for  solving  problems  and  identifying  solutions. 

•  Use  employee  work  teams  to  improve  quality. 

•  Develop  and  conduct  educational  programs  at  every  level  to  promote  CQI 
methodology. 

•  Create  an  atmosphere  that  supports  employee  risk  taking  and  support  of  ideas. 

•  Know  that  the  person  doing  the  job  at  the  front  line  is  the  most  knowledgeable 
about  the  work. 


successful  way  to  promote  improvement.  CQI  in  practice  depends  on 
enabling  the  workforce  to  study  work  processes  and  suggest  changes  in 
their  normal  course  of  work.  The  underlying  premise  is  that  employees 
want  to  do  the  best  work  possible,  and  that  each  is  both  an  employee  and 
a  customer.  As  new  programs  are  developed  and  implemented  within  an 
organization,  CQI  techniques  should  be  instinctively  applied  and  explained. 
This  will  allow  work  teams,  supervisors,  and  administrative  leadership  to 
fully  understand  application  of  CQI  principles  to  daily  practice.  In  the 
present  health  care  market,  it  is  also  essential  to  keep  processes  and  activities 
current.  The  method  of  continual  evaluation  of  organizational  performance, 
at  the  most  broad  and  most  narrow  levels,  will  keep  the  organization  at  the 
forefront  of  rapid  changes  in  health  care. 

Essential  components  of  CQI 

Essential  components  of  CQI  problem  solving  include  the  project  work  team, 
a  structured  method  to  study  the  problem,  collected  data,  and  data  analysis 
tools  to  evaluate  outcomes. 

CQI  work  teams 

Employee  work  teams  should  be  multidisciplinary  and  have  clear  direction 
on  the  scope  of  the  problem  and  aspects  they  are  trying  to  improve.  Members 
should  include  those  who  can  provide  guidance  (guidance  team)  and  those 
who  best  know  and  will  do  the  frontline  work  (project  team).  The  guidance 
team  provides  the  overall  direction  to  the  group  with  the  project  aim  or 
mission.  It  can  also  enlist  administrative  support  for  programmatic  changes 
and  resources  that  may  be  necessary  to  improve  performance.  Team  mem¬ 
bers  should  have  defined  roles,  e.g.,  project  leader,  discussion  group  facili¬ 
tator,  and  progress  recorder.  Defined  roles  will  promote  ownership  of  the 
problem  and  a  vested  interest  in  continual  improvement  and  monitoring. 
Qverall,  team  members  should  feel  comfortable  identifying  improvement 
opportunities,  actively  analyze  problem  causes,  brainstorm  improvement 
strategies,  educate  fellow  employees  and  customers,  and  help  analyze  out¬ 
comes  of  improvement. 
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CQI  methodology 

A  structured  process  to  solve  problems  is  essential  for  thorough,  consistent 
improvement  programs.  For  continuous  improvement  of  qualify,  fhe  mosf 
widely  used  sfrucfural  mefhod  is  fhe  plan-do-check-act  (PDCA)  cycle. 
Designed  by  Waller  Shewarf  in  fhe  1920s,  fhe  PDCA  cycle  is  a  model  in 
which  fhe  projecf  is  plarmed  by  evaluafing  baseline  practices  compared  wifh 
desired  resulfs  from  infernal,  published,  or  benchmark  sfandards;  designing 
an  improvemenf  acfion;  esfablishing  criferia  fo  measure  improvemenf;  and 
confinually  refining  or  expanding  fhe  projecf.  The  PDCA  process  is  used  fo 
guide  measuremenf  of  oufcomes  as  improvemenf  infervenfions  are 
designed,  evaluafed,  and  implemenfed.*"  Incremenfal  changes  are  imple- 
menfed  and  evaluafed  over  defined  time  periods;  successes  are  expanded 
and  lessons  learned  emerge.  Figure  14.1  depicfs  fhe  PDCA  cycle. 

Data-driven  development 

If  is  imporfanf  fhaf  improvemenf  efforfs  be  derived  from  demonsfrafed 
problems  and  nof  from  assumptions  fhaf  problems  exisf.  Identifying  oppor- 
funifies  and  reporfing  progress  and  oufcomes  should  be  dafa  driven.^  Infer¬ 
nal  baseline  dafa  can  be  analyzed  according  fo  besf  published  pracfices  or 
sfandard  operating  procedures  for  safely,  e.g.  healfh  care  profocols  can  be 
compared  wifh  published  care  plans  for  drug  utilization  or  disease  manage- 
menf.  Pafienf  safely  issues  can  be  benchmarked  againsf  local,  national,  and 
regional  sfandards,  and  fhe  mosf  applicable  improvemenf  efforfs  can  be 
selecfed  for  improving  processes  of  care.  Displaying  informafion  by  using 
CQI  fools,  such  as  flowcharfs,  cause  and  effecf  diagrams,  sfafisfical  process 


Figure  14.1  The  PDCA  cycle. 
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control  charts,  and  pareto  charts,  helps  systematically  identify  where  varia¬ 
tions  are  present,  focus  efforfs  on  fhe  roof  cause  of  fhe  problem,  and  measure 
fhe  oufcome  of  implemenfed  improvemenf  efforfs. In  fhe  1960s,  Avedis 
Donabedian  firsf  idenfified  fhe  relafionship  of  sfrucfure,  process,  and  ouf¬ 
come  in  evaluafing  fhe  qualify  of  healfh  care.‘’“^^  Donabedian  explains  fhaf 
fhe  link  befween  process  and  oufcome  musf  be  undersfood  clearly  before 
CQI  efforfs  can  be  inifiafed.^^  Focusing  efforfs  only  on  fhe  sfrucfure  and 
process  of  healfh  care  delivery  wifhouf  evaluafing  fhe  oufcomes  of  changes 
made  is  an  incomplefe  efforf.  Sfrucfure  influences  process,  and  better  pro¬ 
cesses  (how  fhings  happen)  lead  fo  better  oufcomes  (whaf  fhings  happen). 


CQI  application  to  pharmacy  practice 

The  CQI  mefhodology  provides  fhe  sfrucfure  fo  evaluafe  services  and  mon- 
ifor  improvemenf.  Table  14.2  lisfs  ideas  for  CQI  projecfs  in  pharmacy  prac- 


Table  14.2  Examples  of  CQI  Application  in  Pharmacy  Practice 


CQI  Project 

Example 

Clinical  practice  guidelines 

C.  difficile-ASSOciated  diarrhea 

Community  acquired  pneumonia 

Surgical  antimicrobial  prophylaxis 

Formulary  decisions 

Restricting  broad  spectrum  antibiotics  to  infectious 
disease  service 

Designating  more  expensive,  equal-efficacy  drug  to 
nonformulary  status 

Cost-effectiveness  analyses 

Drug  use  evaluation 

Determine  drug  shortage  alternative  plan 

Evaluate  use  of  chemical  restraints 

Preprinted  order  set  design 

Hypokalemia 

Sliding  scale  insulin 

Continuous  renal  replacement  therapy 

Promoting  patient  safety 

Patient-controlled  analgesia 

Automated  dispensing  systems 

Pharmacokinetic  dosing  service 

Anticoagulation  service 

Renal  dosing  program 

Determine  use  of  unsafe  medical  abbreviations 
Computerized  medication  administration  records 
Computerized  physician  order  entry 

Antibiotic  management  programs 

Improving  pharmacy 
services 

Decentralized  pharmacy  services 

Patient  education  programs 

Cost-justifying  clinical  pharmacy  services 

Missing  dose  evaluation 
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|-ice.6.i2-i3  efforts  must  focus  on  answering  three  questions:  (1)  What  is 
the  major  aim  of  the  project?  (2)  How  will  it  be  known  that  improvement 
has  occurred?  and  (3)  What  actions  can  be  taken  to  ensure  improvement?^'^'^® 
The  CQI  methodology  should  be  used  to  plan  operational  improvements, 
expand  clinical  services,  and  determine  formulary  decisions.  Table  14.3  lists 
published  CQI  projects  and  indicator  measures. 

With  the  rapid  change  of  health  care  and  constant  advances  in  science 
and  technology  in  the  era  of  cost  containment,  CQI  is  essential  to  providing 
quality  care  while  balancing  use  of  resources.  In  health  care,  this  CQI  strategy 
may  be  used  to  integrate  published  evidence  with  expert  clinical  practice  to 
deliver  optimal  patient  outcomes  and  promote  cost-effective  care.  It  has  been 
stated  that  CQI  is  an  extension  of  the  diagnostic  and  treatment  “scientific 
method”  of  medicine  to  health  care  (and  industry)  management.^®  Addition¬ 
ally,  CQI  allows  the  problem  to  be  viewed  as  a  series  of  structure  and  process 
cormections  that  can  be  evaluated  and  improved  collectively  to  change  and 
improve  practice. 

A  stepwise  approach  to  applying  the  PDCA  cycle  includes  defining  the 
problem,  determining  baseline  practices,  solving  for  the  root  cause  of  the 
problem,  implementing  improvement  efforts,  and  monitoring  change.  Table 
14.4  details  steps  in  applying  the  PDCA  cycle  to  problem  solving.^  The 
following  pharmacy  CQI  case  example  demonstrates  application  of  the 
PDCA  cycle. 

Focused  case  example:  using  CQI  to  design  a  clinical  pharmacy 
competency  program 

You  are  the  new  director  of  pharmacy  at  a  community  hospital.  At  a  mock 
inspection  by  your  institution’s  regulatory  compliance  team,  you  are  asked 
to  provide  documentation  of  pharmacist  competency  assessment.  You  pro¬ 
vide  the  information,  but  it  is  not  easy  for  you  to  gather.  Additionally,  you 
find  that  less  than  half  the  pharmacists  whose  records  you  pulled  (4/10; 
40%)  have  their  armual  competency  requirements  completed.  The  staff  has 
commented  to  you  that  they  do  not  feel  that  the  competency  assessment 
program  is  effective  or  efficient.  After  the  mock  inspection  is  complete,  you 
identify  that  the  pharmacy  competency  program  should  be  evaluated. 

Plan  phase 

Step  1:  Define  the  problem 

Background.  Focusing  efforts  to  clearly  define  the  problem  is  the  first 
step  to  undertake.  The  problem  statement  should  be  specific  and  measur¬ 
able  and  denote  a  timetable  for  improvement.  As  the  work  team  is  assem¬ 
bled  (see  Step  2  of  the  Plan  phase),  having  a  defined  project  aim  will  focus 
the  group  and  ensure  understanding  of  the  project  at  hand.  It  is  also  very 
important  to  relate  the  CQI  project  to  organizational  performance.  Data, 


210 


Managing  Pharmacy  Practice 


Table  14.3  Selected  Published  CQI  Indicator  Measurement  Projects 

Topic  Focus  Example  Indicators 


Drug-related  morbidity 
quality  indicators'*’ 


Diabetes  care'^^^*' 


Medication  adherence^' 


Formulary  managemenP^ 

Surgical  antimicrobial 
prophylaxis^^^' 

Pneumonia  disease 
preventions^ 

AsthmaS^s? 

PainS* 

Cardiovascular  diseases** 


Focused  preventable 
drug-related  morbidity 
projects 

Diabetes 

Hypertension 

Adverse  events 


Compliance  with  taking 
prescribed  medications 

Antibiotic  restrictions 


Timing,  selection,  and 
duration  of  antibiotic 
prophylaxis 


Increasing  use  of 
pneumococcal  vaccine 

Short-term  control 


Medium-  or  long-term 
control 
Analgesic  use 

Pain  severity  assessment 


Cholesterol  management 


Cardiac  rehabilitation 


Use  of  long  half-life 
hypnotic  anxiolytics 
Use  of  carbamazepine 
without  complete  blood 
count  measured 
HbAlc  above  8% 

Blood  pressure  readings 
>140/90  mmHg 
Thiazolidinedione  patients 
with  serum  ALT 
measured 

Yearly  dilated  eye  exam 
Yearly  microalbumin  test 
Self-report  of  missed  doses 
over  a  designated  time 
period 

Compliance  with 
prescribing  according  to 
institution-specific 
guidelines 
Preoperative  doses 
administered  60  min 
before  surgical  incision 
Postoperative 
antimicrobial  duration 
less  than  48  h 
At-risk  vaccination  rates 
Elderly  vaccination  rates 
Pneumonia  readmission 
rates 

Symptom-free  days 
Use  of  short-acting 
betaj-agonists 
Asthma  exacerbations 

Around-the-clock 
analgesic  use 
Pain  assessment  on 
admission 

Pain  reassessment  after 
analgesic  dose 
Adherence  with  taking 
cholesterol-lowering 
medications 
Patients  at  risk  for 
cardiovascular  disease 
Patients  attending  cardiac 
rehabilitation  programs 
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Table  14.4  Action  Steps  of  the  PDCA  Cycle 


PDCA  Cycle  Phase 

Action  Step 

Plan 

•  Develop  project 

•  Set  timetable  for  improvement 

1.  Define  the  problem 

2.  Create  multidisciplinary  team  to  address  the 
issue 

3.  Review  the  literature  and/or  published 
standards 

4.  Define  quality  indicators 

5.  Analyze  baseline  data 

6.  Review  current  practices 

7.  Perform  root  cause  analysis 

8.  Create  action  plan  for  change 

Do 

•  Implement 

•  (Pilot  if  appropriate) 

1.  Implement  recommendation 

2.  Multidisciplinary,  multifaceted  education 

Check 

•  Study 

1.  Reassess  indicator  progress 

2.  Identify  barriers  to  progress 

3.  Identify  lessons  learned 

Act 

•  Standardize  change 

•  Ensure  ongoing  monitoring 

1.  Design  future  plans 

2.  Establish  system  for  continued  monitoring 

both  from  the  current  problem  and  from  published  literature,  should  drive 
the  need  for  performance  improvement.  Directives  for  CQI  in  health  care 
originate  from  sources  such  as  the  Joint  Commission  on  Accreditation  of 

Healthcare  Organizations  (JCAHO),  Health  Care  Financing  Administration 
(HCFA),  Agency  for  Healthcare  Research  and  Quality  (AHRQ),  American 
College  of  Surgeons  (ACS),  and  various  managed  care  organizations. CQI 
efforts  should  not  be  initiated  based  on  assumptions  or  anecdotal  reports. 
It  is  also  important  that  the  solution  is  not  assumed  or  implied  in  the 
statement  of  the  problem. 

Competency  case  application.  A  fundamental  part  of  the  mission  of 
your  organization  is  to  provide  optimum  patient  care  by  ensuring  quality 
services,  promoting  patient  satisfaction,  educating  patients  and  practitioners, 
and  continually  improving  care.  Cormecting  the  competency  project  to  your 
organizational  mission  is  easily  achieved.  Although  the  competency  program 
passed  the  mock  inspection,  not  only  was  it  difficult  to  gather  the  compe¬ 
tency  information  efficiently,  but  less  than  40%  of  pharmacist  files  audited 
had  complete  information.  This  is  the  internal  data  that  supports  the  need 
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for  this  CQI  project.  A  focal  point  of  JCAHO  is  competency  assessment, 
which  provides  further  support  for  the  need  for  a  strong  competency  pro- 
gram.^i  The  competency  problem  statement  is  defined  as  follows:  “The  aim 
of  this  project  is  to  improve  efficiency  of  the  pharmacist  clinical  competency 
program  over  the  next  year  to  achieve  100%  of  records  complete.” 

Step  2:  Create  a  multidisciplinary  team 

Background.  Involvement  of  the  appropriate  team  members  is  essen¬ 
tial  to  project  success.  The  multidisciplinary  team  can  be  composed  of  mem¬ 
bers  from  the  medical,  nursing,  or  pharmacy  staffs,  the  respiratory  care  team, 
support  services,  patient  groups,  and  risk  management,  managed  care,  and 
quality  assurance  groups.  Having  a  team  with  the  correct  membership  will 
lead  to  better  acceptance  of  the  project  and  ensure  that  the  problem  is  exam¬ 
ined  from  many  different  perspectives.  The  group  should  comprise  the  major 
stakeholders  in  the  problem,  and  defining  all  customers  and  their  expecta¬ 
tions  helps  ensure  that  all  correct  participants  are  part  of  the  work  team. 
Establishing  roles  for  work  team  members  is  important,  and  having  admin¬ 
istrative  and  concept  guidance  for  the  team  keeps  the  project  progressing. 

Competency  case  application.  Members  of  the  multidisciplinary  team 
include  staff  pharmacists,  pharmacy  students,  pharmacy  administrators, 
clinical  pharmacists,  drug  information  specialists,  computer  specialists,  sec¬ 
retarial  support,  and  quality  assurance  specialists.  Guidance  is  provided  by 
the  directors  of  pharmacy  and  regulatory  compliance.  Table  14.5  details 
customers  and  their  expectations.  The  team  is  responsible  for  reviewing  and 
refining  the  project  aim  statement  in  Step  1  of  the  Plan  phase,  gathering  and 
reviewing  literature,  problem  solving  of  root  causes,  developing  recommen¬ 
dations,  designing  implementation  strategies,  and  evaluating  changes.  The 
remaining  CQI  action  steps  are  outlined  next. 

Step  3:  Review  the  literature 

Background.  With  the  problem  identified  and  the  work  team  assem¬ 
bled,  the  next  step  is  to  generate  specific  questions  and  search  the  published 


Table  14.5  Customers  and  Expectations 


Customers 

Expectations 

Pharmacists 

Available  educational  materials  and 
understanding  clinical  topics 

Pharmacy  administrators 

Demonstrating  competence 

Secretaries 

Decreasing  paperwork 

JCAHO  readiness  group 

Documenting  competence 

Nursing  and  medical  staff 

Knowledgeable  and  competent  practitioners 

Patients 

Safe  medication  practices 
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literature.^^  Narrowing  the  topic  scope  is  essential  to  focusing  group  efforts 
to  perform  a  complefe  search.  Offen,  parficularly  if  your  problem  involves 
managemenf  of  a  disease,  primary  liferafure  can  be  mosf  helpful.  Also, 
pharmacoeconomic  evaluafions,  mefa-analyses,  sysfemafic  reviews,  and 
consensus  guidelines  can  be  used.  Pracfice  guidelines  for  many  disease  sfafes 
and  healfh  care  fopics  exisf  from  nafional  associations  and  experf  panels, 
such  as  fhe  American  Diabefes  Association  or  fhe  American  Hear!  Associa- 
fion.  The  JCAHO,  HCFA,  and  ofher  regulafory  agencies  also  have  esfablished 
besf  pracfice  recommendafions.  The  work  feam  needs  fo  fhoroughly  search 
fhe  available  exfernal  information  fo  gafher  evidence.  The  CQl  projecf,  how¬ 
ever,  mighf  be  an  infernal  process  or  operational  improvemenf  issue,  and 
fherefore  ofher  information  such  as  infernal  policies  and  procedures  can  be 
consulfed.  All  fhis  information  is  fhen  critically  evaluafed  by  fhe  work  feam 
and  summarized  fo  show  which  approaches  mighf  be  mosf  applicable  fo  fhe 
currenf  problem.  Benchmarking  is  a  fechnique  fhaf  also  can  be  used  fo 
idenfify  besf  pracfices.  ®  Alfhough  sfrafegies  for  improvemenf  are  nof  always 
published,  available  information  should  be  gafhered  for  review.  The  group 
may  also  engage  in  clinical  queries  of  ofher  insfifufion  pracfices  via  phone 
surveys,  focus  groups,  and  elecfronic  lisf  service  message  posting  fo  gafher 
informafion. 

Competency  case  application.  A  wide  array  of  informafion  is  available 
for  compefency  assessmenf.  From  an  infernal  perspective,  your  insfifufion 
has  a  pharmacy  deparfmenf  policy  denofing  fhaf  fhe  deparfmenf  musf 
address,  mainfain,  and  continually  improve  sfaff  compefency.  Also,  fhe  insfi¬ 
fufion  has  a  broad  policy  sfafemenf  indicating  fhaf  providing  confinuing 
educafion  and  evaluafion  of  pracfifioner  compefency  is  one  of  fhe  core  objec- 
fives  of  ifs  overall  mission.  Exfernal  sfandards  for  compefency  assessmenf 
and  program  sfrafegies  are  available  from  fhe  JCAHO.^^'^^  Ifs  accredifafion 
manual  sfafes  in  fhe  human  resources  sfandards  fhaf  insfifufions  musf  pro¬ 
vide  for  compefency  sfaff;  verify  educafion,  experience,  and  abilify  of  new 
employees;  and  evaluafe  continued  abilify  of  sfaff  fo  perform  via  ongoing 
compefency  assessmenf.  Insfifufions  also  have  published  sfafemenfs  on 
fhe  imporfance  of  compefency  assessmenf  and  sfrafegies  fhey  have  used  fo 
design  and  implemenf  programs. 

Step  4:  Define  quality  indicators 

Background.  Creafing  measuremenf  indicafors  is  fhe  nexf  sfep  in  fhe 
CQI  process.  Measuremenf  of  currenf  pracfices  will  denofe  fhe  baseline 
dafa  for  fhe  projecf.  Indicafors  musf  be  rafe  based,  reporfing  percenf  fre¬ 
quency  of  occurrence  over  fime.  The  indicafor  should  have  a  defined  dafa 
source  (ufilizafion  records,  laborafory  records,  billing  records,  efc.),  and 
include  a  numerafor,  denominafor,  reporfing  frequency  and  responsibilify, 
pafienf  populafion,  and  fhreshold  goal  for  improvemenf.  Oufcome  indica¬ 
fors  can  be  economic,  clinical,  humanistic,  or  process  measures.  Kozma 
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and  colleagues  defined  the  ECHO  (economic,  clinical,  and  humanistic  out¬ 
come)  model  to  integrate  different  types  of  health  care  outcomes. Process 
outcomes  are  important  also,  as  processes  are  strongly  linked  to  clinical, 
economic,  and  humanistic  outcomes.  The  process  of  care  is  a  sequence  of 
linked  steps  that  are  intended  to  cause  a  defined  medical  outcome.^®  Horn 
and  colleagues  have  also  developed  a  sophisticated  clinical  practice 
improvement  (CPI)  model  for  improving  patient  care  that  considers  three 
types  of  data  —  patient,  process,  and  outcome  measures  —  and  allows 
adjustment  for  differing  patient  populations  and  severity.^®  Data  on  these 
three  variables  are  measured  and  analyzed,  and  then  the  improvement 
protocol  is  developed  and  implemented.  The  CPI  strategy  engages  practi¬ 
tioners  for  evaluating  baseline  data,  and  guideline  development  is  based 
on  data  gathered  in  their  everyday  practice.  Next,  published  data  must  be 
integrated  to  measure  current  practice  vs.  the  ideal,  and  guidelines  can 
then  be  made.  Each  improvement  project  might  not  relate  to  all  four  indi¬ 
cator  categories  (economic,  clinical,  humanistic,  and  process),  but  it  is  best 
to  have  at  least  two  t5q)es  of  quality  indicator  measures  for  the  project. 

Examples  of  clinical  outcomes  include  measures  such  as  reduced  adverse 
reactions,  reduced  bleeding  episodes,  or  goal  laboratory  value  attainment. 
Process  outcomes  include  indicators  such  as  guideline  compliance  rate  or 
capture  rate  of  patient  satisfaction  surveys  completed.  Economic  outcomes 
might  include  drug,  equipment,  or  labor  cost-savings,  but  can  also  measure 
more  sophisticated  data,  such  as  length  of  stay  and  readmissions.  Human¬ 
istic  outcomes  are  often  the  most  difficult  to  collect,  but  include  patient 
satisfaction  with  care  or  quality-of-life  measurement.  Depending  on  the 
project,  a  mix  of  indicators  is  the  best  reflection  of  project  impact.  It  is 
recommended  to  start  with  a  clear,  limited  number  of  measurement  indica¬ 
tors  to  evaluate  program  baseline  practices  and  later  monitor  impact  of 
changes  made.^®  See  Table  14.3  for  sample  CQI  projects  and  indicators  used 
to  measure  improvement. 

Competency  case  application.  Eor  this  competency  CQI  project,  it  was 
determined  that  two  indicators  would  be  used  to  evaluate  practice:  per¬ 
centage  of  pharmacists  meeting  competency  requirements  and  percentage 
average  score  on  exams  per  pharmacist.  Table  14.6  lists  the  defined  param¬ 
eters  of  both  competency  indicators. 

Step  5:  Analyze  baseline  data 

Background.  Once  indicators  are  selected,  baseline  practice  data  must 
be  measured  in  order  to  determine  current  practices.  This  step  is  important 
to  objectively  denote  the  current  practice,  make  sure  all  major  stakeholders 
are  involved  in  the  improvement  process,  and  set  the  stage  for  problem 
solving.  CQI  should  be  data  driven,  so  that  measurement  of  current  practice 
by  collaboratively  developing  quality  indicators  clearly  defines  the  extent  of 
the  problem.  It  is  important  to  measure  the  baseline  data  at  several  time 
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Table  14.6  Competency  Quality  Indicators 


%  Pharmacists  Meeting 
Competency  Requirements 

%  Average  Score  on 
Exams  Per  Pharmacist 

Objective 

Measure  the  percentage  of 
pharmacists  who  have  taken 
all  required  competency 
exams 

Measure  the  average 
exam  scores  for 
pharmacists  taking 
competency  exams 

Numerator 

All  pharmacists  (staff, 
residents,  clinical  faculty) 
with  the  completed  block  of 
competency  exams 

Total  correct  point  score 
for  all  exams  for  all 
pharmacists 

Denominator 

All  pharmacists  (staff, 
residents,  clinical  faculty) 

Total  possible  point  score 
for  all  exams  for  all 
pharmacists 

Source  of  data 

Competency  database 

Competency  database 

Threshold 

100%  pharmacists  complete 
competency  requirements 

Average  exam  score 
>80% 

Frequency  of  reporting 

Quarterly 

Quarterly 

Reporting  structure 

Pharmacy  administration 
Internal  JCAHO  compliance 
team 

Total  quality  council 

Pharmacy 

administration 

Internal  JCAHO 
Compliance  team 

Total  quality  council 

points  before  implementing  change  to  establish  that  the  problem  is  evident 
over  time.  Display  of  data  graphically  is  an  effective  way  to  represent  infor¬ 
mation.  A  variety  of  tools,  e.g.,  bar  charts,  run  charts,  histograms,  and  sta¬ 
tistical  process  control  (SPC)  charts,  can  be  used  to  display  data.^'^  Bar  charts 
are  often  used  when  there  are  less  than  three  pre-implementation  data  points. 
A  run  chart  is  the  simplest  tool  to  use,  and  displays  points  on  a  line  graph 
compared  with  the  average  or  threshold  to  look  at  process  change  over  time. 
A  histogram  can  be  used  to  display  data  and  show  its  frequency  distribution 
over  time  and  degree  of  variation,  e.g.,  showing  exam  scores  and  the  com¬ 
monly  seen  bell-shaped  distribution  of  scores.  The  most  comprehensive 
display  is  the  SPC  chart,  which  should  be  used  only  if  there  are  at  least  12 
data  points.  It  includes  calculation  of  the  mean  and  the  upper  and  lower 
control  limits  of  variation  based  on  sample  averages.  The  plot  displays  the 
practice  compared  with  each  of  these  parameters,  and  the  data  can  be  ana¬ 
lyzed  to  find  processes  that  are  within  the  limits  (in  control)  or  consistently 
outside  the  limits  (out  of  control).^  Common  causes  of  variation  can  be 
separated  from  special  causes  of  variation.  It  is  important  with  SPC  charts 
to  denote  the  threshold  and  monitor  the  stability  of  your  process  compared 
to  your  threshold.  A  stable,  bad  process  might  be  occurring. 
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Competency  case  application.  For  the  two  competency  indicators  cho¬ 
sen,  the  baseline  data  from  the  original  assessment  (at  time  of  mock  inspec¬ 
tion)  revealed  fhaf  only  40  fo  60%  of  pharmacisfs  were  caughf  up  on  require- 
menfs.  This  was  well  below  fhe  goal  of  100%  of  pharmacisfs.  Average  exam 
scores  were  88%,  which  was  very  encouraging  and  above  fhe  fhreshold  af 
>80%.  Baseline  dafa  graphics  collecfed  for  fhis  action  sfep  are  combined  wifh 
program  resulfs  graphics  and  explained  lafer. 

Step  6:  Review  current  practices 

Background.  To  review  currenf  pracfice,  a  flowcharf  is  an  effecfive 
visual  way  fo  define  sfeps  in  fhe  process.  Flowcharfs  can  help  show  all  sfeps 
in  whaf  are  somefimes  complicafed  processes  and  educafe  fhe  work  feam 
on  fhe  infricafe  sfeps  fhaf  occur.  Addifional  cusfomers  and  feam  members 
can  be  idenfified  fhrough  flowcharfs,  and  inefficiencies  and  redundancies  in 
currenf  processes  surface.  The  process  musf  be  clearly  defined,  and  sfandard 
flowcharf  symbols  should  be  used  for  process  sfarf  and  stop,  process  acfivify 
sfeps  (recfangle  or  square),  or  decision  (diamond). ^  Each  acfivify  box  should 
have  one  oufpuf  arrow,  or  a  decision  diamond  should  be  considered. 

Competency  case  application.  Figure  14.2  gives  fhe  currenf  competency 
program  flowcharf.  The  work  group  brainsformed  fo  discuss  all  process 
sfeps  of  fhe  currenf  complex  compefency  program.  Pharmacisfs  are  orienfed 
fo  deparfmenfal  operafions  and  also  fo  clinical  programs.  Compefency 
exams  are  wriffen  and  require  manual  grading  and  are  disfribufed  fo 


Figure  14.2  Baseline  practice  flowchart. 
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employee  mailboxes.  Notification  of  exam  score  also  occurs  through  use  of 
employee  mailboxes.  Scores  are  logged  into  a  worksheet  for  later  reference. 

Step  7:  Perform  root  cause  analysis 

Background.  Baseline  data  and  flowcharts  denote  the  extent  of  the 
problem.  The  next  challenge  for  the  work  team  is  to  identify  all  possible 
causes  for  the  problem  and  then  prioritize  them  for  action.  The  work  team’s 
experience  and  creativity  are  used  to  capture  as  many  aspects  of  the  problem 
as  possible  and  create  new  potential  solutions.  Brainstorming  is  an  effective 
tool  to  use  in  this  action  step  to  create  numerous  ideas  in  a  short  time  frame. 
General  rules  for  brainstorming  include  the  following:  (1)  agree  on  the  issue 
being  brainstormed;  (2)  never  criticize  suggested  ideas;  (3)  give  each  team 
member  a  turn  to  speak  in  sequence  (no  interjections);  (4)  write  all  suggested 
ideas  on  a  flipchart  or  board  in  the  words  of  the  speaker;  and  (5)  ensure  that 
the  total  process  takes  no  longer  than  5  to  15  min.^  Brainstorming  can  be 
structured  or  unstructured.  If  unstructured,  the  same  rules  apply,  except  that 
ideas  can  be  contributed  as  they  occur  to  the  participants  instead  of  members 
having  to  speak  in  sequence.  At  the  end  of  the  brainstorming  session,  all 
ideas  should  be  grouped  into  common  categories  or  major  causes.  A  cause 
and  effect  diagram,  also  known  as  a  fishbone  or  Ishikawa  diagram,  can  be 
used  to  list  all  possible  causes. This  diagram  helps  designate  the  relation 
between  the  effect  (or  problem)  and  brainstormed  causes.  For  every  problem, 
causes  can  be  grouped  into  general  major  categories,  such  as  materials, 
personnel,  procedures,  and  technology.  ^  Additional  categories,  depending 
on  the  problem,  may  include  patients,  place,  and  supplies.  The  diagram 
helps  to  organize  the  identified  theories  about  problem  causes,  and  the  group 
should  challenge  itself  to  keep  asking  why  the  cause  is  occurring  until  the 
root  cause  is  uncovered.  To  find  the  most  basic  causes  of  the  problem, 
repeated  causes  should  be  determined.  On  the  fishbone  diagram,  causes  are 
listed  as  “bones”  or  minor  causes  related  to  the  four  or  five  major  causes. 

Once  major  causes  are  diagrammed,  they  can  be  priority  ranked  using 
a  tool  called  the  pareto  chart.  ^  ^  Frequency  of  occurrence  is  listed  on  the  left 
y-axis  and  cumulative  percentage  occurrence  is  on  the  right  y-axis.  Causes 
are  graphed  in  order  of  frequency  of  occurrence,  from  high  to  low.  The 
highest  bar  on  the  chart  helps  focus  on  what  is  most  commonly  causing  the 
problem.  The  pareto  principle,  coined  in  the  early  1900s,  states  that  a  vital 
few  members  of  a  group  account  for  most  of  the  total  effect.^*  Most  simply, 
this  principle  explains  that  the  majority  of  problems  are  caused  by  a  small 
number  of  causes;  in  other  words,  we  should  concentrate  on  defining  the 
“vital  few  and  the  trivial  many.”^''‘°  Use  of  the  principle  improves  prob¬ 
lem-solving  efficiency.  Ideally,  all  causes  identified  should  be  solved,  but  this 
is  often  not  the  most  efficient  use  of  time.  Problem-solving  attention  is 
directed  toward  the  few  characteristics  that  account  for  the  majority  of  the 
problem. 
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Competency  case  application.  Brainstorming  identifies  causes  for  com- 
pefency  program  ineffecfiveness.  Causes  include  minimal  compufer  supporf, 
clinical  informafion  nof  readily  available,  manual  scoring  of  exams,  and 
work  priorifizafion  issues.  These  causes  were  easily  cafegorized  info  fech- 
nology,  maferial,  persormel,  and  procedural  cafegories.  When  ranked  for 
priorify,  nearly  65%  of  fhe  causes  idenfified  during  brainsforming  were 
fraced  fo  fhe  inefficiencies  of  fhe  currenf  manual  sysfem.  Also,  access  fo 
educational  maferials  was  shown  fo  be  fhe  nexf  major  cause.  Using  fhe  cause 
and  effecf  diagram  and  fhe  parefo  charf,  fhe  work  feam  defermined  fhaf  fhe 
major  cause  of  fhe  compefency  requiremenfs  nof  being  mef  was  an  inefficienf 
manual  sysfem.  Figure  14.3  and  Figure  14.4  show  application  of  fhese  CQl 
fools. 


Figure  14.3  Cause  and  effect  diagram. 


Causes 


Figure  14.4  Pareto  diagram.  The  major  cause  of  competency  requirements  not 
being  met  was  an  inefficient  manual  system. 
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Step  8:  Create  the  action  plan  for  change 

Background.  The  final  step  of  the  Plan  phase  is  to  create  the  action 
plan  for  change.  Developing  consensus  on  actions  is  essential.  All  work  team 
members  must  contribute  to  the  design  of  actions.  The  action  plan  should 
be  results  oriented  and  also  realistic  and  measurable.  Activities  should  be 
clearly  defined,  with  timetables  for  improvement  specified.  Each  work  team 
member  should  have  specific  responsibilities  for  contributing  to  the  comple¬ 
tion  of  the  project.  From  the  brainstorming  sessions  and  subsequent  discus¬ 
sions,  many  ideas  should  be  considered  and  solutions  prioritized.  Support 
for  the  best  solution  should  be  identified,  with  a  project  champion  identified 
whenever  possible.  Potential  resistance  should  also  be  identified,  and  those 
situations  or  persons  should  be  engaged  in  the  problem  solving  from  the 
outset.  For  the  action  plan,  the  expected  result  should  be  defined  clearly,  and 
the  activities  listed  to  achieve  the  result  outlined.  For  clinical  improvements, 
actions  that  are  grounded  in  the  literature  are  important.  Recommendations 
based  in  the  literature  or  demonstrated  successful  projects  from  other  bench¬ 
marks  are  strong  statements.  It  is  also  important,  based  on  the  project,  to 
gain  necessary  administrative  or  leadership  approval  for  the  project.  This 
can  help  with  resource  deployment  or  dissemination  of  problem  importance 
as  implementation  is  plarmed.  A  consideration  in  plarming  is  whether  the 
project  needs  to  be  piloted,  or  trialed.  Depending  on  the  magnitude  of  the 
change,  a  pilot  change  might  be  helpful  to  work  out  initial  problems  before 
full  implementation.  Involvement  of  frontline  staff  is  essential  in  not  only 
developing  the  improvement  project  but  also  piloting  the  actions  and  imple¬ 
menting  change. 

Competency  case  application.  In  the  root  cause  analysis,  it  was  deter¬ 
mined  that  the  current  manual  competency  assessment  program  was  ineffi¬ 
cient.  Project  interventions  included  (1)  creating  a  Web-based  competency 
program;  (2)  automating  competency  assessment  exam  scoring  and  grade 
notice;  (3)  giving  electronic  access  to  educational  materials;  and  (4)  creating 
a  mechanism  for  staff  feedback  on  the  program.  The  Web-based  competency 
program  was  housed  on  the  hospital  pharmacy’s  intranet  Web  site,  and  the 
structure  of  the  program  incorporated  into  a  departmental  policy.  The  cur¬ 
rent  competency  exams  were  reformatted  into  standard  multiple-choice, 
true-false  questions,  and  the  computer  support  specialists  were  able  to  create 
a  site  on  the  pharmacy  page  for  the  competency  program.  Exams  were  posted 
on  the  developmental  server  and  tested  by  the  work  team  designee,  and 
staff  could  access  the  password-protected  site  when  exams  were  posted.  The 
scores  were  automatically  graded  by  the  computer,  and  an  electronic  mail 
notice  of  the  score  automatically  sent  to  the  pharmacist  and  to  the  secretary 
maintaining  the  competency  database.  For  each  exam  posted,  the  depart¬ 
mental  teaching  materials  and  the  full  clinical  support  documents  were 
electronically  linked  for  ease  of  access  on  the  competency  site.  Finally,  the 


220 


Managing  Pharmacy  Practice 


competency  site  had  a  suggestion  box  wherein  staff  could  offer  suggesfions 
for  improvemenf  or  ask  for  guidance. 

Do  phase 

Step  1:  Implement  recommendation 

Background.  A  sysfemafic  approach  musf  be  faken  fo  implemenf  fhe 
recommendations  or  improvemenf  actions.  Implementing  fhe  guideline  or 
policy  is  even  more  difficulf  fhan  writing  if.'^i  A  fimefable  should  be  creafed, 
denoting  specific  responsibilities,  fargef  dales,  and  groups  fhaf  need  fo  be 
educafed.  If  fhe  projecf  is  a  large  change  in  practice  or  process,  if  mighf  be 
besf  fo  pilof,  or  frial,  fhe  improvemenf.  A  small  area  should  be  fargefed,  and 
defailed  moniforing  of  process  change  should  be  performed  fo  evaluafe 
impacf  and  modify  approach  before  full  expansion  of  fhe  projecf.  Many 
obsfacles  can  be  idenfified,  and  modificafions  can  be  easily  fesfed. 

The  besf  sfrafegies  for  implemenfafion  are  mulfifacefed,  i.e.,  a  combina¬ 
tion  of  written,  verbal,  and  elecfronic  approaches.  Implemenfafion  should 
also  be  a  multidisciplinary  process,  involving  fhe  feam  members  and  focus¬ 
ing  on  all  sfakeholders  affecfed  by  fhe  process  changes. Effectiveness  of 
practice  policies  and  care  guidelines  has  been  evaluafed  in  fhe  liferafure.  If 
has  been  shown  fhaf  fhree  factors  determine  fhe  success  of  guidelines  and 
policies:  (1)  origin  of  developmenf;  (2)  dissemination  mefhod  chosen;  and 
(3)  implemenfafion  sfrafegy.'^^  Infernally  developed  guidelines  and  policies 
were  found  fo  be  more  effective  fhan  external  ones,  because  engaging  local 
champions  and  experfs  was  able  fo  influence  practice.  Specific  educational 
programs  yielded  better  resulfs  fhan  broad  nofices  or  mailings  did.  Concur- 
renf,  or  acfive,  intervention  was  more  effective  for  implemenfafion  fhan 
refrospecfive  reminders.  Generally,  effective  sfrafegies  include  practitioner 
reminders  (e.g.,  compuferized),  focused  educafional  oufreach,  inferacfive 
small  group  sessions  (vs.  classroom  feaching),  and  fheir  combinations 
Sfrafegies  found  fo  be  variably  effective  include  audif  wifh  refrospecfive 
feedback,  local  consensus-forming  meefings,  and  consumer  educafion  pro¬ 
grams.  Implemenfafion  sfrafegies  found  nof  effective  include  passive  edu¬ 
cafional  programs  (e.g.,  a  single  mass  mailing  or  medical  grand  rounds), 
particularly  if  fhey  are  fhe  only  1)^0  of  educafion  used.^^ 

Competency  case  application.  Because  fhe  developmenf  of  much  of  fhe 
Web  site  was  new,  fhe  work  feam  decided  fo  pilof  fhe  competency  sife  wifh  a 
few  core  pharmacisfs.  Also,  because  many  pharmacisfs  af  fhe  time  were  nof 
familiar  wifh  fhe  Infemef,  an  educafional  program  also  was  needed  fo  explain 
access  and  help  sfaff  navigate  fhrough  fhe  sife.  An  educafional  flyer  was 
creafed  fhaf  listed  fhe  steps  fo  access  fhe  competency  Web  sife  and  secure  an 
area  for  exam  faking.  The  flyer  was  disfribufed  fo  mailboxes,  posted  in  fhe 
pharmacy  areas,  and  also  senf  via  e-mail  fo  sfaff  wifh  fhe  link  fo  fhe  sife  in 
fhe  mail  message.  Educafional  sessions  were  held  for  fhe  pharmacisfs  fo  infro- 
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duce  the  Web  site,  and  new  pharmacists  were  tutored  on  this  during  their 
4-week  department  orientation. 

Four  pharmacists  were  identified  to  pilot  the  program.  Development  of 
fhe  sife  took  roughly  2  monfhs.  Testing  occurred  for  1  monfh  before  full 
deparfmenfal  implemenfafion.  Figure  14.5  shows  fhe  competency  Web  page. 

Step  2:  Ensure  multidisciplinary,  multifaceted  education 

Background.  Focused  efforfs  musf  be  faken  fo  educafe  all  cusfomers 
of  fhe  improvemenf  projecf.  Multidisciplinary  multifaceted  educafion  is 
essenfial.  When  surveyed,  clinicians  have  reporfed  fhaf  shorf  executive  sum¬ 
maries  or  synopses  of  recommendafions  and  expecfed  benefifs  are  mosf 
preferred  Involving  fhe  multidisciplinary  f earns  fo  provide  fhe  educafion 
fo  fheir  respective  groups  also  can  be  very  effective.  Small  group  educafion 
sessions  have  been  repeafedly  shown  fo  be  very  effecfive,  and  should  be 
used  fo  reinforce  concepfs  presenfed  af  didacfic  sessions  if  large  group  pro¬ 
grams  are  done.  Ideally,  one-on-one  educafion  should  be  performed  also, 
because  if  has  been  shown  fo  be  very  effecfive.^^-''^''^ 

Competency  case  application.  The  fargef  audience  for  fhe  compefency 
program  were  pharmacisfs  and  pharmacy  adminisfrafion.  Focused  educa¬ 
fion  was  done  in  a  group  session  fo  infroduce  fhe  Web-based  compefency 
program  and  demonsfrafe  how  fo  access  fhe  sife  and  link  fo  topical  educa¬ 
tional  maferial.  Also,  parf  of  fhis  educafion  was  a  review  of  compefency 
expecfafions  for  fhe  pharmacisfs.  The  informafion  shared  was  also  e-mailed 
fo  fhe  pharmacisfs  and  placed  info  a  one-page  facf  sheef  disfribufed  fo 
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Figure  14.5  Competency  Web  site. 
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mailboxes.  One-on-one  education  was  also  performed  if  pharmacisfs  had 
problems  wifh  access  and  during  new  sfaff  orienfafion.  If  was  also  imporfanf 
for  fhe  pharmacisfs  fo  receive  ongoing  feedback  on  performance;  fherefore, 
as  fhe  exam  score  fhreshold  was  >80%,  fhe  program  was  designed  such  fhaf 
if  a  pharmacisf  received  a  score  lower  fhan  fhis  affer  faking  fhe  exam  twice, 
a  one-on-one  educational  session  on  the  topic  would  be  held  with  a  clinical 
pharmacist  and  the  exam  retaken.  This  reinforcement  step  was  in  place 
before  fhe  Web-based  compefency  program,  buf  if  was  essenfial  fhaf  if  con¬ 
tinue,  as  nof  only  fhe  efficiency  of  fhe  program  was  being  changed,  buf  also 
fhe  qualify  of  fhe  program  was  fo  be  mainfained,  and  even  improved  by 
making  educafional  maferials  much  more  accessible  for  pharmacisfs.  Addi¬ 
tionally,  because  fhe  program  was  innovafive,  an  addifional  oufcome  mea¬ 
sure  was  added  fo  gauge  pharmacisf  safisfacfion  wifh  fhe  compuferized 
compefency  program. 

Check  phase 

Step  1:  Reassess  indicator  progress 

Background.  During  Sfep  4  of  fhe  Plan  phase,  measuremenf  indicators 
were  designed  fo  monitor  program  impacf.  Baseline  dafa  was  gafhered  fo 
show  currenf  pracfice.  In  Sfep  1  of  fhe  Check  phase,  which  is  posf-imple- 
menfafion  of  fhe  improvemenf,  dafa  should  be  gafhered  again  fo  monifor 
improvemenf.  This  dafa  should  be  collected  over  time  and  compared  wifh 
pre-implemenfafion  findings  and  improvemenf  fhresholds.^  If  is  besf  fo  mon¬ 
ifor  progress  frequenfly  e.g.,  weekly  or  monfhly,  af  initiation  of  fhe  projecf 
fo  gef  a  sense  of  fhe  impacf  of  fhe  change.  A  learning-curve  phenomenon 
mighf  occur,  during  which  fhe  firsf  several  monfhs  are  difficulf,  particularly 
if  fhe  projecf  is  a  big  pracfice  change  —  so  monifor  carefully  during  fhis 
fime.  Pracfice  changes  will  settle  ouf,  and  quarterly  dafa  should  sfabilize.  If 
is  imporfanf  fo  measure  confinually  pracfices  againsf  fhe  indicators,  hack 
pracfice  changes,  and  idenfify  variances  in  pracfice  fhaf  can  be  focused  on. 
The  reporfing  sfrucfure  for  fhe  indicators  musf  also  be  defined,  and  projecf 
improvemenfs  and  lessons  teamed  disseminated. 

Displaying  fhe  indicator  findings  is  imporfanf,  particularly  fo  audiences 
oufside  fhe  developmenf  team.  A  simple  way  fo  show  improvemenf  sfeps 
is  fo  modify  fhe  process  flowcharf  from  Sfep  6  of  fhe  Plan  phase  and  inserf 
new  sfeps.  New  sfeps  can  be  shown  in  a  differenf  color,  displaying  a  visually 
evidenf  change  of  process.  Graphing  fhe  resulfs  posf-implemenfafion  is  also 
an  effective  way  fo  view  changes  over  fime.  In  Sfep  5  of  fhe  Plan  phase,  bar 
charfs,  run  charfs,  and  SPC  charfs  were  suggesfed  as  formafs  fo  display 
baseline  dafa.  Posf-implemenfafion  dafa  should  be  added  fo  fhese  graphics 
nof  only  fo  show  improvemenf  made  buf  also  fo  link  pre-implemenfafion 
dafa  and  fhe  performance  fhreshold  goal.  If  benchmarking  was  used  fo 
gafher  baseline  dafa,  fhe  nafional,  regional,  or  local  benchmark  dafa  can  also 
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be  displayed  on  the  outcome  graphics  to  display  progress  related  to  these 
standards. 

Competency  case  application.  For  the  competency  program,  the  CQI 
indicators  were  designed  in  Step  4  of  the  Plan  phase  and  included  measures 
of  pharmacisfs  complefing  all  exams  and  exam  scores.  Additionally,  satis¬ 
faction  wifh  fhe  compefency  program  was  measured  fhrough  a  survey.  The 
coordinator  of  fhe  compefency  program  gafhered  fhe  indicator  and  survey 
dafa  and  prepared  fhe  graphic  reporfs.  The  reporfs  were  prepared  for  fhe 
pharmacy  direcfor,  and  fhese  indicators  became  parf  of  fhe  pharmacy  per¬ 
formance  improvemenf  program.  Especially  wifh  compefency  assessmenf, 
ofher  deparfmenfs  in  fhe  hospifal  musf  have  programs,  so  fhis  Web-based 
approach  mighf  be  soughf  after  by  ofher  practice  areas  or  groups. 

Overall,  compared  fo  fhe  manual  compefency  program,  fhe  percenf  of 
pharmacisfs  caughf  up  on  exams  increased  from  <50  fo  90%  during  fhe 
program.  The  learning  curve  was  as  expecfed,  because  if  fook  pharmacisfs 
several  monfhs  fo  become  very  familiar  wifh  fhe  sife.  Exam  scores  were 
good  af  fhe  baseline,  and  improvemenf  was  seen  wifh  fhe  Web-based 
program.  Erom  fhe  surveys,  pharmacisfs  reporfed  safisfacfion  wifh  fhe 
rapid  score  feedback,  found  if  easier  fo  meef  deadlines,  and  found  online 
framing  maferials  fo  be  very  helpful.  Eigure  14.6  shows  fhe  improved 


Figure  14.6  Revised  competency  process. 

*DUDSM  =  Drug  Use  and  Disease  State  Management  Program. 
Note:  Revisions  are  shown  in  boldface  within  white  boxes. 
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competency  program  flowchart  of  activities,  and  Figure  14.7,  Figure  14.8, 
Figure  14.9,  and  Figure  14.10  show  indicator  results. 

Step  2:  Identify  barriers  to  progress 

Background.  Barriers  to  progress  are  important  to  identify.  Reasons 
why  guidelines  and  profocols  do  nof  work  have  been  sfudied  in  fhe  lifera- 
fure.^^  '^®  One  of  fhe  mosf  imporfanf  reasons  why  guidelines  mighf  nof  work 
is  fhaf  fhe  guidelines  fhemselves  are  nof  accessible.  If  pracfifioners  cannof 
easily  access  and  become  familiar  wifh  fhe  guidelines,  fhe  guidelines  will 
nof  be  fully  ufilized.  Especially  for  clinical  pracfice  guidelines,  if  pracfifioners 
doubf  fhe  validify  or  robusfness  of  fhe  guidelines,  fhey  will  nof  be  embraced. 
Grounding  recommendafions  in  fhe  liferafure  and  ensuring  mulfidisci- 
plinary  developmenf  can  help  avoid  fhis  barrier.  Also,  barriers  wifhin  fhe 


Qtr  1  Qtr  2  Qtr  3  Qtr  4  Qtr  1  Qtr  2  Qtr  3  Qtr  4 
2001-2002 

I  ♦  %  ■  Threshold  I 


Figure  14.7  Indicator  1  results:  percent  of  pharmacists  completed  with  competen¬ 
cy  requirements. 


Figure  14.8  Indicator  2  results:  average  exam  scores  for  Web  site. 
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Figure  14.9  Overall  staff  satisfacfion.  Scale:  1  =  strongly  disagree;  5  =  strongly  agree. 


Figure  14.10  Ease  of  access  to  information.  Scale:  1  =  strongly  disagree;  5  =  strong¬ 
ly  agree. 


institution  or  practice,  e.g.,  not  allowing  pharmacists  to  independently  access 
the  Web  site  with  a  passcode  (in  our  case  example),  will  inhibit  their  ability 
to  complete  the  competency  program.  Other  barriers  to  progress  include 
end-user  lack  of  confidence  in  carrying  ouf  fhe  guidelines  or  protocol, 
unclear  oufcomes  of  improvemenf,  and  overcoming  fhe  “inerfia  of  previous 
pracfice”'^®  (practitioners  being  used  fo  doing  fhings  a  cerfain  way  and  nof 
comforfable  wifh  change).  These  barriers  are  well  known  and  of  fen  seen 
when  implementing  CQI  projecfs;  fherefore,  fhe  mulfidisciplinary  develop- 
menf  work  team  should  focus  on  fhese  barriers  during  guideline  develop- 
menf  and  implemenfafion  fo  ensure  end-user  comforf  level  and  confidence. 
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Recommendations  for  improvement  that  are  very  defined,  clear,  credible, 
and  feasible  work  bestd® 

Competency  case  application.  Implementation  of  the  Web-based  compe¬ 
tency  program  was  a  success.  Although  not  at  100%  compliance  for  Indicator 
1  (Figure  14.7),  progress  is  moving  toward  that  threshold.  The  learning  curve 
has  been  a  bit  slower  than  expected,  and  with  pharmacist  turnover,  the  need 
to  continually  review  the  program  with  new  and  current  pharmacists  has 
become  very  important.  Pharmacists  have  the  ability  to  make  suggestions 
for  improving  the  program  and  have  challenged  the  work  team  with  ideas 
such  as  creating  a  Web-based  “new  pharmacist”  case  study  series,  expanding 
the  Web  program  to  pharmacy  technician  competency  exams  getting  feed¬ 
back  on  not  only  exam  scores  but  also  receiving  clinical  reasons  why  answers 
are  right  or  wrong.  None  of  these  requests  should  be  viewed  as  barriers,  but 
as  excellent  continued  improvements  in  the  competency  program.  One  addi¬ 
tional  challenge  identified  by  the  competency  coordinator  was  the  need  to 
create  a  separate  database  for  exam  scores  once  the  site  automatically  grades. 
How  the  Web  site  can  automatically  create  a  database  to  score  and  group 
exams  is  slated  for  future  investigation. 

Step  3:  Identify  lessons  learned 

Background.  During  the  pilot  project,  detailed  records  should  be  kept 
to  identify  barriers  and  how  they  were  overcome.  Before  expansion,  these 
lessons  learned  should  be  handled  and  integrated  into  implementation  of 
the  full  program.  Processes  may  need  to  be  revised,  education  refocused, 
and  measurement  indicators  added.  The  work  team  should  continue  to  meet 
on  a  regular,  although  less  frequent  (than  during  development),  basis  to 
discuss  successes  and  failures  and  determine  course  of  action.  Potential 
barriers  to  success,  noted  previously,  should  be  focused  on  to  make  sure  the 
improvement  project  is  concise,  readily  accessible,  and  grounded  in  good 
science.  Open  communication  mechanisms  should  be  established  in  the  form 
of  regular  work  team  meetings,  e-mail  input  solicitation,  a  contact  person 
for  questions,  and  issue  logs  for  work  team  meetings.  As  challenges  arise, 
often  immediate  resolution  can  be  achieved,  and  quick  modifications  should 
be  made  as  long  as  the  overall  goals  of  the  program  are  not  compromised 
or  changed  excessively.  The  work  team  commitment  and  involvement  with 
the  project  does  not  end  once  the  project  is  implemented;  it  continues  during 
outcome  evaluation  and  while  the  program  is  in  place. 

Competency  case  application.  Lessons  learned  from  the  competency 
program  were  described  in  Step  2  of  the  Check  phase.  The  work  team  should 
focus  on  lessons  learned  and  continual  improvements  should  be  made, 
because  the  strategy  for  CQI  used  for  this  project  will  be  adapted  to  other 
improvement  projects  in  the  future. 
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Act  phase 

Step  1:  Design  future  plans 

Background.  The  foundation  of  CQI  is  the  PDCA  cycle.  This  cycling 
is  essential  to  the  project:  the  continued  evaluation  of  practices,  measurement 
of  progress,  trial  of  improvements,  and  expansion  of  efforts.  The  cycling 
repeats  until  improvement  is  sustained  or  threshold  exceeded.^  Part  of  the 
post-implementation  actions  of  the  work  team  include  designing  future 
improvements  for  the  CQI  project  and  setting  a  course  for  continual  evalu¬ 
ation  of  the  project  in  comparison  with  external  irmovations.  Both  organiza¬ 
tional  performance  and  outside  practices  should  be  evaluated  by  the  work 
team,  led  by  the  project  leader,  to  make  sure  the  project  is  efficient  in  process 
and  continues  to  be  clinically  pertinent. 

Competency  case  application.  Feedback  obtained  during  implementa¬ 
tion  sets  the  course  for  determining  future  plans  for  the  competency  pro¬ 
gram.  Activities  currently  in  process  include  designing  the  new  pharmacist 
case-based  assessment,  expanding  to  the  pharmacy  technician  competency 
program,  providing  feedback  on  missed  answers,  and  creating  active  learn¬ 
ing  modules.  Another  future  goal  to  pursue  is  having  competency  exams 
accredited  for  continuing  education  credits  once  screened  by  appropriate 
accreditation  bodies.  In  addition,  continuing  to  post  new  exams  on  the  Web 
site  is  important  to  the  growth  of  the  competency  program.  New  topics  on 
the  Web  site  include  patient  safety  and  medication  errors. 

Step  2:  Establish  a  system  for  continued  monitoring 

Background.  The  last  step  in  the  CQI  process  is  to  establish  a  regular 
reporting  schedule  for  indicator  results  and  continued  work  team  meetings. 
Qnce  CQI  projects  are  underway,  the  indicators  can  expand  from  weekly  to 
monthly  and  then  to  quarterly  monitoring.  Variance  in  compliance,  if  the 
indicator  measures  are  consistently  applied,  can  be  identified  through  ongo¬ 
ing  monitoring.  By  the  daily  feedback  loops  created  through  the  contact 
person  and  the  e-mail  site,  for  example,  additional  variance  and  education 
gaps  can  be  identified.  In  addition,  the  need  for  yearly  review  (maximum 
length  of  time)  of  the  CQI  project's  clinical  and  process  pertinence  must  be 
completed.  Clinical  pertinence  involves  reviewing  the  guidelines  for  new 
published  evidence  in  the  literature  or  new  innovative  national  or  regional 
practices.  Primary  literature,  consensus  papers,  pharmacoeconomic  studies, 
and  meta-analyses  should  be  reviewed  at  least  armually  for  new  practice. 
With  clinical  CQI  projects,  searchable  indexes  and  journal  tables  of  contents 
should  be  reviewed  quarterly  if  possible,  as  health  care  is  rapidly  changing. 
National  and  regional  benchmarks  or  best  practice  statements  should  also 
be  reviewed  to  keep  the  guidelines  or  protocol  current.  Web  sites,  abstracts 
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from  national  meetings,  and  queries  of  practice  can  be  used  to  accomplish 
this. 


Competency  case  application.  For  the  competency  program,  the  JCAHO 
is  the  primary  source  for  direction  on  content  and  measurement  indicators. 
Additionally,  pharmacy  literature  contains  examples  of  successful  compe¬ 
tency  programs  and  newer  certification  programs,  which  might  tie  well  to 
some  of  the  internally  developed  programs.  An  information-sharing  link  has 
been  established  to  the  nursing  and  medical  staff  competency  programs, 
both  manual  and  Web-based,  to  gain  insight  into  other  discipline  successes 
and  lessons  learned.  Indicator  measures  continue  to  be  monitored  quarterly, 
with  reports  to  the  pharmacy  director  and  the  institution  quality  council, 
and  practices  at  other  institutions  are  queried  to  identify  irmovative  suc¬ 
cesses. 

Conclusion 

CQI  is  an  essential  tool  in  health  care  and  industry.  The  continual  evaluation 
of  practice,  plan  of  project  changes,  monitoring  of  performance,  multidisci¬ 
plinary  and  multifaceted  education,  and  modifications  of  activities  will  keep 
health  care  focused,  competitive,  and  future-thinking.  The  methodology  is 
straightforward,  and  the  tools  can  be  used  to  solve  organizational  perfor¬ 
mance  issues  and  many  other  problems.  Process  improvements  can  be 
quickly  identified  and  resolved,  and  more  complicated  practices  (e.g.,  clinical 
practice  guidelines)  can  be  stringently  evaluated  and  modified  according  to 
best  practice  in  the  literature  and  local  expertise.  CQI  provides  the  method¬ 
ology  for  a  consistent  approach  and  focused  on  outcome-driven  success 
stories. 
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Introduction 

The  advenf  of  pharmaceufical  care  has  ushered  in  a  new  era  of  pharmacy 
pracfice  based  on  a  clear  description  of  a  pharmacisf’s  pafienf  care  respon¬ 
sibilities  and  confribufions  fo  sociefy.  Before  fhe  era  of  pharmaceufical  care, 
pharmacisfs  engaged  in  professional  activities  often  defined  merely  by  a 
drug  or  disease  sfafe  of  inferesf.  This  pofpourri  of  pharmacy  acfivifies  pre¬ 
viously  referred  fo  as  a  practice  was  inconsisfenf  wifh  fhe  sysfems  of  care 
used  by  all  ofher  healfh  care  professions.  This  chapfer  presenfs  and  discusses 
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the  new  professional  practice  of  pharmacy  as  systems  components  of  phar¬ 
maceutical  care.  The  systems  of  pharmaceutical  care  presented  in  this  chapter 
include: 

1.  The  context  of  caring  for  another  human  within  a  patient’s  holistic, 
or  biopsychosocial,  system 

2.  The  systematic  process  of  caring  for  patients  with  drug-related  needs 

3.  The  management  systems  essential  to  a  successful  pharmaceutical 
care  practice 

Brief  history  of  a  new  professional  practice 

There  have  been  many  changes  in  the  ways  pharmacists  have  functioned  in 
the  health  care  system.  Throughout  each  transformation  in  our  health  care 
delivery  system,  pharmacists  continue  to  be  recognized  as  important  health 
care  professionals.  Before  the  industrial  era  of  premanufactured  dosage 
forms,  the  family  apothecary  embraced  an  approach  to  care  similar  to  the 
covenantal  relationship  established  at  present  between  a  patient  and  phar¬ 
maceutical  care  practitioner.  In  addition,  Gallup  Poll  surveys  dating  back  to 
the  mid-1980s  have  ranked  pharmacists  among  the  most  respected  profes¬ 
sionals  in  terms  of  honesty,  integrity,  and  ethical  standards.^ 

The  term  pharmaceutical  care  was  used  in  1975  to  generally  refer  to  the 
care  that  a  given  patient  requires  and  receives  which  assures  safe  and  rational 
drug  use.^  At  that  point  in  time  there  was  a  renewed  interest  in  returning  to 
the  days  of  caring  for  the  patient  rather  than  caring  for  the  drug  product. 
Unfortunately,  the  changes  that  occurred  in  the  1980s  resulted  in  controls  on 
the  availability  and  distribution  of  the  drug  product  rather  than  on  meeting 
the  needs  of  a  specific  patient  within  identifiable  clinical  parameters  by  using 
consistent  processes  of  care. 

The  clinical  pharmacy  movement  brought  about  recognition  of  pharma¬ 
cists  for  their  drug  therapy  knowledge  expertise.  Contributions  of  clinical 
pharmacists  included  drug  use  evaluations  (DUE)  and  drug  utilization 
reviews  (DUR),  and  the  emergence  of  specialty  clinics  and  specialized  clinical 
services  such  as  warfarin  clinics  and  diabetes  education  centers.  Although 
the  services  provided  to  patients  through  disease-focused  clinics  have  been 
beneficial  to  patients,  only  a  small  percentage  of  patients  receive  assistance 
from  these  services. 

An  important  article  published  in  1990  provided  a  new  direction  for  the 
profession  of  pharmacy.^  This  article  provided  pharmacists  with  a  clear  focus 
on  patient  care  responsibilities,  as  opposed  to  merely  serving  as  purveyors 
of  a  commodity.  Although  there  has  been  general  agreement  that  pharmacists 
should  become  involved  in  “the  responsible  provision  of  drug  therapy  for 
the  purpose  of  achieving  definite  outcomes  that  improve  a  patient’s  quality 
of  life,”  there  has  not  been  consensus  on  how  this  can  or  should  be  accom¬ 
plished. 
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One  of  the  first  attempts  to  move  the  theory  of  pharmaceutical  care  into 
practice  occurred  in  1992.  Pharmacists  at  20  community  pharmacies  through¬ 
out  Minnesota  participated  in  a  demonstration  project  to  help  determine 
what  pharmaceutical  care  would  look  like  in  practice.  The  work  of  pharma¬ 
cists  providing  care  to  patients  in  different  clinical  settings  was  used  by  the 
Mirmesota  project  pharmacists  to  determine  the  nature  of  a  pharmaceutical 
care  practice.  One  of  the  most  important  contributions  arising  from  the 
Mirmesota  project  was  implementation  of  a  consistent  and  systematic  pro¬ 
cess  of  care  to  guide  pharmacists  in  delivering  pharmaceutical  care.  Phar¬ 
macists  have  a  long  history  of  providing  beneficial  services  to  patients; 
however,  no  process  of  care  could  be  universally  applied,  as  seen  in  processes 
of  care  used  by  physicians  in  the  differential  diagnosis  of  disease  or  by 
dentists  during  an  oral  dental  examination.  This  chapter  presents  this  con¬ 
sistent  and  systematic  process  of  delivering  care  that  is  pharmaceutical  care. 

Medication  use  systems  failures 

Patients  have  experienced  unfortunate  consequences  attributable  to  the  use 
of  medicinal  agents  for  thousands  of  years.  When  patients  experience  unfor¬ 
tunate  medication  consequences,  three  general  reasons  or  systems-related 
causes  are  associated  with  these  undesirable  events: 

1.  Acts  of  commission  (i.e.,  prescribing,  dispensing,  and  medication 
administration  errors) 

2.  Idios5mcratic  causes  (i.e.,  unpredictable  adverse  events) 

3.  Acts  of  omission  (i.e.,  absence  of  systems  and  individuals  to  assume 
responsibility  for  patient  medication  outcomes) 

Although  it  might  be  difficult  to  prevent  adverse  medication  events 
attributable  to  idiosyncratic  causes,  there  are  systems  to  account  for  both  the 
acts  of  commission  and  the  acts  of  omission  in  the  medication  use  process. 
For  an  excellent  review  of  current  and  proposed  actions  to  reduce  medication 
errors  from  acts  of  commission,  the  reader  is  referred  to  the  efforts  and 
publications  of  the  Institute  for  Safe  Medication  Practices.'^  This  chapter 
focuses  on  acts  of  omission,  or  developing  and  implementing  systems  for 
the  accountability  of  patient  medication  use  outcomes. 

Unfortunate  medication  use  outcomes  have  been  summarized  as  drug 
misadventuring  or  drug-related  morbidity  and  mortality®  '’  This  is  a  serious 
concern  in  health  care,  a  concern  left  unresolved  for  many  years.  In  addition, 
data  and  information  on  the  incidence  and  economic  consequences  of  pre¬ 
ventable  drug-related  morbidity  continue  to  mount.  About  3.2%  of  all  hos¬ 
pital  admissions  in  the  U.S.  and  Europe  might  be  caused  by  preventable 
drug-related  morbidity  in  ambulatory  care.^  In  1995,  the  cost  impact  of  these 
drug  therapy  problems  in  the  U.S.  health  care  system  was  estimated  to  be 
$76  billion,  and  a  more  recent  update  of  this  estimate  for  2000  is  $177  billion.^  ® 
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As  increasing  numbers  of  people  experience  the  ill  effects  of  medication 
use  and  realize  that  this  is  not  an  inevitable  consequence  of  our  health  care 
system,  the  public  outcry  for  answers  will  intensify.  Medication  safety  has 
been  the  driving  force  for  many  health  care  advances,  such  as  the  1937  Elixir 
Sulfanilamide  scandal  (FD&C  Act),  the  European  thalidomide  tragedy  (1962 
Kefauver  Drug  Amendments),  and  the  incidence  of  adverse  drug  events  in 
nursing  homes  (1974  Consultant  Pharmacists’  Law).^ 

In  the  airline  industry,  multiple  systems  are  in  place  to  promote  safe 
travel. If  the  air  traffic  control  system  resembled  our  approach  to  the  use 
of  medications,  the  results  could  be  expected  to  be  routinely  catastrophic. 
When  a  true  medication  use  system  is  in  place,  it  will  focus  on  the  patient 
achieving  therapeutic  goals  while  avoiding  or  minimizing  the  consequences 
of  drug  therapy  problems.  All  components  of  such  a  medication  use  system 
will  be  designed  to  support  this  purpose  Although  strict  attention  is  paid  to 
scientific  design  while  conducting  clinical  trials,  the  question  remains  of  how 
the  scientific  process  is  applied  to  the  use  of  medications  after  a  medication 
is  approved  for  marketing.  An  exhaustive  literature  review  combined  with 
research  conducted  with  physicians  as  part  of  a  doctoral  dissertation  found 
that  a  rational,  systematic  approach  to  decisions  made  in  the  drug  use  pro¬ 
cess  was  not  readily  evident. 

Previous  efforts  to  address  the  consequences  of  a  nonexistent  or  hap¬ 
hazard  medication  use  system  include  the  work  of  early  clinical  pharmacy 
pioneers  and  consultant  pharmacists.  The  clinical  pharmacy  movement 
focused  on  providing  solutions  to  medication  use  problems  occurring  in  the 
hospital  setting.  Consultant  pharmacists  have  provided  solutions  to  medi¬ 
cation  use  problems  occurring  in  the  long-term  care  setting.  Studies  of 
adverse  medication  consequences  experienced  by  patients  in  hospitals  and 
nursing  homes  preceded  the  efforts  of  clinical  pharmacy  pioneers  and  con¬ 
sultant  pharmacists.  Demand  for  the  services  of  these  clinical  and  consultant 
pharmacists  represented  an  early  warning  signal  of  a  dysfunctional,  or  rather 
nonexistent,  medication  use  system. 

Experiences  of  clinical  pharmacists  have  been  important  in  developing 
pharmaceutical  care  practices.  The  implicit  purpose  of  a  clinical  pharmacist’s 
activities  is  the  appropriate  use  of  medications.  Community  pharmacists  in 
the  Mirmesota  project  looked  at  the  activities  of  clinical  pharmacists  to  help 
establish  a  systematic  patient  care  thought  processes.  Work  of  previous 
authors  strongly  supported  moving  back  to  basics  in  documenting  the  clin¬ 
ical  pharmacists’  activities  and  creating  a  problem-solving  process  applied 
to  the  use  of  drugs  through  a  pharmacist’s  work-up  of  drug  therapy.^^ 

To  help  describe  the  development  of  pharmaceutical  care  practices,  it  is 
important  to  analyze  the  interrelated  conditions,  or  environment,  in  which 
pharmaceutical  care  exists.  The  context  of  pharmaceutical  care  is  systems 
failure  related  to  the  use  of  medications.  In  medicine  there  is  a  system  in 
place  to  guide  the  physician’s  differential  diagnosis,  or  in  dentistry  to  guide 
the  dentist’s  oral  exam.  When  it  comes  to  the  use  of  medications,  often  it  is 
only  the  most  assertive  and  aggressive  patients  who  can  negotiate  the  health 
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care  maze  to  develop  their  own  system  for  achieving  positive  drug  therapy 
outcomes  while  avoiding  the  adverse  consequences  of  medicafion  use. 


Overview  of  the  practice 

Before  analyzing  fhe  inferrelafed  sysfems  of  pharmaceufical  care,  a  brief 
overview  of  fhis  new  professional  pracfice  will  be  helpful.  The  landmark 
pharmaceufical  care  article  published  in  1990  creafed  fhe  fheorefical  con- 
sfrucfs  for  fhe  responsible  provision  of  drug  fherapy.  This  article  sef  fhe 
foundation  for  fhe  developmenf  of  a  new  professional  pracfice.  Through 
efforfs  aimed  af  moving  from  fheory  info  application,  fhe  definition  of  fhis 
new  professional  pracfice  emerged.  A  pharmaceufical  care  pracfice  fhen  is 
defined  as  a  pracfice  in  which  fhe  practitioner  fakes  responsibilify  for  all  of 
a  pafienf’s  drug-relafed  needs  and  is  held  accounfable  for  fhis  commifmenf.^^ 

Because  fhere  has  nof  been  a  consisfenf,  sysfemafic,  and  rational  medi¬ 
cafion  use  process,  if  is  necessary  fo  firsf  describe  fhe  purpose  of  fhis  sys¬ 
femafic  medicafion  use  process  and  fhen  esfablish  a  new  professional  prac¬ 
fice  by  clearly  delineating  fhe  scope  and  domain  of  fhis  pracfice.  Defining 
fhe  scope  and  domain  of  pracfice  are  essenfial  fo  clarify  how  pharmaceufical 
care  practitioners  can  address  a  problem  better  fhan  ofher  individuals  or 
professions.  The  scope  of  pharmaceufical  care  is  drug  fherapy  problems  and 
fhe  domain  is  fhe  pracfice  environmenf  in  which  a  pracfifioner  assumes 
responsibilify  for  a  pafienf’s  drug-relafed  needs  and  is  held  accounfable  for 
fhis  commifmenf. 

The  pracfice  of  pharmaceufical  care  was  developed  by  using  fhe  rules 
governing  all  ofher  healfh  care  practices.  Alfhough  pharmacisfs  have  fhe 
abilify  fo  address  drug  fherapy  problems  better  fhan  ofher  healfh  care  pro¬ 
fessionals  do,  if  mighf  be  necessary  fo  creafe  a  new  healfh  care  professional 
for  fhe  pracfice  of  pharmaceufical  care  fo  expand  beyond  fhe  currenf  cottage 
indusfry  of  selecfed  pharmacy  locations.  The  issue  of  creating  a  new  healfh 
care  professional  would  have  profound  implicafions  on  fhe  mission  and 
direcfion  of  pharmacy  educafion. 

Creafing  a  new  professional  pracfice  fo  address  a  problem  for  which  no 
ofher  professionals  have  assumed  responsibilify  sfarfed  by  using  fhe  basic 
sef  of  rules  fhaf  apply  fo  fhe  care  delivered  by  all  ofher  healfh  care  profes¬ 
sionals.  Consisfenf  among  all  healfh  care  professions  is  fheir  pracfices  being 
viewed  as  fhe  applicafion  of  knowledge  guided  by  a  commonly  held  purpose 
or  philosophy  fo  resolve  specific  problems  requiring  special  knowledge.  In 
addition,  healfh  care  professionals  are  expecfed  fo  pracfice  in  a  marmer  fhaf 
is  reviewed  by  professional  peers  and  of  a  sfandard  accepfed  by  sociefy. 

All  healfh  care  professions  have  a  unique  philosophy,  process  of  care, 
and  pracfice  managemenf  sysfem.^^The  commonly  held  purpose  of  a  prac¬ 
fice  is  ifs  philosophy.  The  knowledge  and  expertise  fhaf  a  healfh  care  pro¬ 
fessional  brings  fo  care  for  a  pafienf  are  done  so  wifhin  a  common  pafienf 
care  process.  The  pracfice  managemenf  sysfem  is  vifal  fo  supporf  fhe  prac¬ 
fice  by  facilifafing  applicafion  of  fhe  philosophy  and  process  of  care.  By 
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utilizing  the  common  set  of  rules  that  apply  to  all  other  health  care  profes¬ 
sions,  fhe  philosophy,  process  of  care,  and  managemenf  sysfem  form  fhe 
fhree  essenfial  componenfs,  or  sefs  of  rules,  for  consfrucfing  a  pracfice. 

The  philosophy  of  care 

All  healfh  care  professions  have  a  specific  philosophy  of  care.  The  four 
componenfs  of  fhe  philosophy  for  pharmaceufical  care  are  (1)  fhe  sfafemenf 
of  social  need,  (2)  a  pafienf-cenfered  need  for  meeting  fhe  social  need,  (3) 
fhe  developmenf  of  a  fherapeufic  relationship  fo  care  for  anofher  human 
being,  and  (4)  a  descripfion  of  fhe  pracfifioner’s  specific  responsibilifies.i^A 
philosophy  of  pracfice  is  a  sef  of  values  fhaf  guide  behaviors.  This  philosophy 
defines  fhe  rules,  roles,  relationships,  and  responsibilities  of  fhe  pracfifioner. 

This  philosophy  of  pracfice  is  very  imporfanf,  particularly  when  hard 
decisions  have  fo  be  made  in  pracfice,  defermining  whaf  is  imporfanf,  setting 
priorities  in  fhe  care  of  pafienfs,  and  managing  efhical  dilemmas.  Alfhough 
pharmacisfs  mighf  have  fheir  own  philosophy  of  life,  fhere  can  only  be  one 
philosophy  of  pracfice  fhaf  pracfifioners  uphold.  This  uniformify  of  pracfice 
philosophy  resulfs  in  sfandardizafion  of  pracfice  behaviors  applied  fo  all 
pafienfs.  Each  componenf  of  fhe  pharmaceufical  care  philosophy  of  pracfice 
is  briefly  described  nexf. 

Stating  the  social  need 

A  profession  musf  meef  a  unique  social  need  in  order  fo  be  granfed  privileges 
by  sociefy.  When  a  unique  social  need  is  mef,  professionals  are  rewarded 
wifh  an  implicif  permif  fo  provide  services  fhaf  apply  specialized  knowledge 
and  skills  fo  address  pafienf  problems.  The  problem  of  drug-relafed  mor- 
bidify  and  morfalify  has  reached  such  a  magnifude  fhaf  if  is  necessary  for  a 
specific  individual  fo  be  held  accounfable  for  addressing  and  correcfing  fhis 
problem.  The  unique  social  need  fhaf  fhis  individual  is  fo  be  held  accounfable 
is  known  as  a  drug-relafed  need.  Drug-relafed  needs  are  defined  as  “fhose 
healfh  care  needs  of  a  pafienf  fhaf  have  some  relationship  fo  drug  fherapy 
and  for  which  fhe  pracfifioner  is  able  fo  offer  professional  assisfance.”^^ 

Drug-relafed  morbidify  and  morfalify  is  fhe  need  fhaf  drives  sociefy  fo 
demand  pharmaceufical  care.  Morbidify  perfains  fo  fhe  incidence  and  prev¬ 
alence  of  disease  associafed  wifh,  or  affribufable  fo,  fhe  use  of  drug  fherapies. 
Morfalify  is  fhe  incidence  and  prevalence  of  deafh  associafed  wifh,  or  affrib¬ 
ufable  fo,  fhe  use  of  drug  fherapies.  Alfhough  if  has  long  been  known  fhaf 
fhe  use  of  medicinal  agenfs  can  resulf  in  deafh  and  disease,  fhe  level  of  public 
accepfance  of  fhis  risk  is  an  issue  of  public  concern  and  debafe. 

The  need  and  demand  for  pharmaceufical  care  can  be  expecfed  fo  infensify 
as  sociefy  realizes  fhaf  a  significanf  proporfion  of  drug-relafed  morbidify  and 
morfalify  is  prevenfable.  In  1995,  if  was  widely  disseminafed  fhaf  drug-relafed 
morbidify  and  morfalify  cosf  fhe  U.S.  $76  billion  annually,  and  more  recenf 
esfimafes  place  fhis  figure  close  fo  $200  billion  annually.®'*  Furfhermore,  44,000 
fo  98,000  insfifufionalized  pafienfs  fall  victim  fo  drug-relafed  morfalify.^'^  If  is 
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now  estimated  that  up  to  60%  of  drug-related  morbidity  and  mortality  is 
preventable.!®'!^  These  statistics  could  be  judged  by  society  as  an  inherent 
consequence  of  using  medicafions,  or  an  imavoidable  cosf  of  doing  business, 
if  if  were  nof  for  fhe  concepf  of  prevenfabilify.  The  prevenfabilify  of  many 
adverse  drug-relafed  consequences  is  an  indication  of  a  haphazard  or  nonex- 
isfenf  medication  use  sysfem. 

The  patient-centered  approach 

All  healfh  care  professions  have  a  pafienf-cenfered  focus  as  parf  of  fheir 
philosophy  of  pracfice.  This  means  fhaf  fhe  pafienf  is  seen  as  a  unique 
individual  wifh  righfs,  knowledge,  values,  and  experience,  and  is  nof  seen 
as  a  reposifory  for  drugs  fo  be  sfudied.  Alfhough  fhis  componenf  of  fhe 
philosophy  of  pracfice  may  appear  obvious,  if  has  nof  always  been  evidenf 
in  fhe  field  of  pharmacy  For  insfance,  when  a  pharmacisf  engages  in  disease 
sfafe  managemenf  or  provides  services  based  on  a  specific  drug  of  inferesf, 
pafienf  cenferedness  maybe  violafed  if  fhe  pafienf ’s  ofher  drug-relafed  needs 
are  nof  sysfemafically  addressed. 

This  approach  fo  pafienf  care  represenfs  a  paradigm  shiff  for  pharmacisfs 
moving  away  from  providing  simple  information  on  how  fo  fake  a  dispensed 
medicafion  fo  assuming  responsibilify  for  achieving  infended  fherapeufic 
oufcomes  and  resolving  drug  fherapy  problems  impeding  progress  toward 
drug  fherapy  freafmenf  goals.  The  pafienf-cenfered  approach  focuses  on  fhe 
pafienf’ s  needs,  or  in  fhis  case  drug-relafed  needs,  being  fhe  responsibilify 
of  fhe  pracfifioner.  This  componenf  of  fhe  philosophy  of  pracfice  has  given 
rise  fo  fhe  developmenf  of  pharmaceutical  care  as  a  generalisf  pracfice.  As 
rational  medicafion  use  sysfems  are  creafed,  fhere  will  be  a  continuum  of 
care  befween  generalisf  pharmaceutical  care  practitioners  and  pharmacy 
specialisfs.  The  practical  application  of  fhis  rule  fo  fhe  profession  of  phar¬ 
macy  is  fhaf  fhere  needs  fo  be  a  generalisf  pracfifioner  in  place  fo  address 
all  of  a  pafienf’ s  drug-relafed  needs  before  fhere  can  be  specialisf  pracfifio- 
ners. 


Development  of  a  therapeutic  relationship 
The  fhird  componenf  of  a  philosophy  of  pracfice  sfafes  fhaf  care  is  provided 
by  esfablishing  a  fherapeufic  relafionship  befween  fhe  pafienf  and  pracfifio¬ 
ner.  The  term  therapeutic  relationship  has  been  adapted  from  fhe  concepf  of  a 
fherapeufic  alliance  used  in  fhe  menfal  healfh  consulting  professions.  A 
fherapeufic  relafionship  is  required  fo  care  for  anofher  human. 

Wifhin  fhe  confexf  of  pharmaceufical  care,  a  fherapeufic  relafionship  is 
defined  as  “an  alliance  formed  befween  fhe  pafienf  and  fhe  pracfifioner  for 
fhe  purpose  of  identifying  fhe  pafienf’s  drug-relafed  needs.’’!®  When  caring 
for  anofher  human  wifhin  a  fherapeufic  relafionship,  fhere  are  two  comple¬ 
mentary  dimensions:  (1)  the  technical  dimension  of  faking  care  of  a  pafienf, 
and  (2)  demonsfrafing  genuine  concern  for  fhe  well-being  of  anofher  person. 
The  technical  dimension  of  caring  for  a  pafienf  relates  fo  fhe  pharmaceufical 
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care  knowledge  base  applied  throughout  the  patient  care  process.  Demon¬ 
strating  genuine  concern  for  the  patient  results  in  a  covenant,  or  bond, 
between  the  pharmacist  and  the  patient. 

There  certainly  is  an  art  to  developing  a  therapeutic  relationship.  The 
experiences  of  numerous  pracfifioners  funcfioning  wifhin  various  pharma- 
ceufical  care  demonsfrafion  projecfs,  as  well  as  fhose  who  have  builf  pracfices 
fhrough  frial  and  error,  provide  us  wifh  insighfs  regarding  some  of  fhe  basic 
dos  and  don’fs  for  esfablishing  a  fherapeufic  relafionship.  Some  of  fhe  les¬ 
sons  learned  from  caring  for  fhousands  of  pafienfs  are  discussed  in  fhe 
secfion  on  fhe  pafienf  as  a  holisfic  sysfem. 

The  practitioner's  responsibilities 

To  address  fhe  social  need  of  drug-relafed  morbidify  and  morfalify  based 
on  a  pafienf-cenfered  approach  fhaf  is  builf  on  fhe  esfablishmenf  of  a  fher¬ 
apeufic  relafionship,  fhere  musf  be  clearly  defined  pracfifioner  responsibil- 
ifies.  In  pharmaceufical  care,  fhe  pracfifioner  is  responsible  for  all 
drug-relafed  needs  of  a  pafienf.  As  discussed  in  defail  in  fhe  nexf  secfion, 
fhis  means  fhaf  a  pracfifioner  seeks  fo  ensure  fhaf  all  fherapies  are  appro- 
priafely  indicafed  and  fhaf  all  medical  condifions  of  a  pafienf  are  appropri- 
afely  freafed,  and  fhaf  all  fherapies  in  use  are  effecfive,  safe,  and  convenienf 
for  fhe  pafienf. 

The  scope  of  pharmaceufical  care  is  drug  fherapy  problems,  defined  as 
any  aspecf  of  a  pafienf ’s  drug  fherapy  fhaf  is  inferfering  wifh  a  desired, 
posifive  pafienf  fherapeufic  oufcome.^^  Before  fhe  advenf  of  pharmaceufical 
care,  fhere  was  no  evidence  of  a  consisfenf  and  sysfemafic  pafienf  care 
process  applied  fo  fhe  use  of  medications;  fherefore,  pharmaceufical  care 
pracfifioners’  responsibilities  are  fo  ensure  fhaf  fherapeufic  ouf comes  are 
achieved  and  fo  identify,  resolve,  and  prevenf  drug  fherapy  problems  fhaf 
hinder  achievmenf  of  desirable  fherapeufic  oufcomes. 


The  patient  as  a  holistic  system 

There  are  fwo  equally  imporfanf  dimensions  of  providing  pharmaceufical 
care:  (1)  fhe  fechnical  dimension  of  conducting  an  assessmenf  and  doing  fhe 
work  of  a  pharmaceufical  care  pracfifioner,  and  (2)  fhe  esfablishmenf  of  a 
fherapeufic  relafionship.  If  does  nof  maffer  how  much  drug  knowledge 
pracfifioners  mighf  have  or  how  many  drug  fherapy  problems  fhey  mighf 
have  resolved  in  fheir  lives  if  pafienfs  do  nof  believe  fhaf  pracfifioners 
genuinely  care  for  fheir  well-being.  Demonsfrafing  genuine  concern  for  fhe 
pafienf  is  fhe  foundation  of  a  fherapeufic  relafionship.  Therefore,  fo  discuss 
fhe  essenfials  of  esfablishing  a  fherapeufic  relafionship,  if  is  imporfanf  fo 
firsf  view  fhe  pafienf  as  a  unique  individual  influenced  by  a  vasf  array  of 
life  experiences. 

The  purpose  of  fhis  secfion  is  nof  fo  review  exisfenfialisfic  human 
fheory,  buf  fo  highlighf  some  essenfials  and  basics  of  fhe  fherapeufic  rela- 
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tionship.  A  patient  exists  as  a  system  within  a  microcosm.  The  individual 
patient  system  then  interfaces  with  other  human  microcosms  and  global 
systems  everyday  This  interface  and  inferacfion  befween  an  individual 
and  fhe  environmenf  is  somefimes  referred  fo  as  a  pafienf’s  biopsychosocial 
sysfem. 

If  is  parficularly  useful  fo  begin  fhinking  abouf  esfablishing  a  fherapeufic 
relafionship  wifh  fhe  pafienf  by  avoiding  one’s  own  preconceived  biases, 
nof  being  prejudgmenfal,  and  nof  jumping  fo  conclusions.  A  pafienf’s  per¬ 
ceptions  of  judgmenfal  behavior  exhibifed  by  ofher  healfh  care  professionals 
in  previous  encounfers  mighf  influence  how  much  information  and  how 
much  frusf  a  pafienf  has  in  fhe  currenf  encounfer  wifh  a  pharmaceutical  care 
practitioner.  The  merifs,  or  success,  of  a  pharmaceutical  care  practitioner 
depend  on  remaining  nonjudgmenfal  while  demonsfrafing  genuine  inferesf 
in  fhe  beliefs  and  values  of  fhe  pafienf. 

The  acf  of  caring  can  be  characferized  by  a  sfafe  of  responsiveness  fo 
ofhers  fhrough  a  demonsfrafed  willingness  fo  become  personally  involved 
in  meefing  fhe  individual’s  needs.  When  used  as  a  verb,  to  care  equafes  wifh 
showing  genuine  concern  for  fhe  well-being  of  anofher  human.  In  pharma¬ 
ceutical  care,  fhis  concern  focuses  on  concern  for  meefing  fhe  medica- 
fion-relafed  needs  of  fhe  pafienf.  The  producf  of  fhis  care  is  a  covenanfal 
bond  or  alliance  befween  fhe  pafienf  and  fhe  pracfifioner  for  working 
fogefher  fo  achieve  drug  fherapy  freafmenf  goals  while  minimizing  fhe 
adverse  consequences  of  medication  use. 

Alfhough  no  two  humans  are  alike,  a  few  imporfanf  aspecfs  can  improve 
a  pracfifioner’s  abilify  fo  form  an  alliance  wifh  a  pafienf.  The  mosf  imporfanf 
aspecf  of  building  a  fherapeufic  relafionship  is  fo  find  ouf  whaf  maffers  mosf 
fo  pafienfs  as  if  perfains  fo  fheir  healfh  care  in  general  and  fheir  use  of 
medicafions  specifically.  Second  is  fo  show  genuine  concern  for  fhe  pafienf. 
This  means  nof  inferrupfing  pafienfs  when  fhey  are  speaking,  nof  forgeffing 
fo  lisfen  fo  fhem  while  fhinking  ahead  fo  fhe  nexf  question,  and  nof  jumping 
fo  conclusions.  Third  is  nof  fo  fry  fo  gef  every  possible  piece  of  informafion 
available  from  fhe  pafienf  during  fhe  inifial  assessmenf,  or  fearing  fhaf  some- 
fhing  mighf  be  missed. 

Building  a  fherapeufic  alliance  implies  fhaf  fhe  relafionship  will  fake 
shape  over  time,  and  such  is  fhe  case  wifh  pharmaceufical  care.  Scheduled 
follow-up  evaluations  wifh  fhe  pafienf  will  permif  fhe  pracfifioner  fo  obfain 
addifional  informafion  and  resolve  drug  fherapy  problems  over  time.  Phar¬ 
maceufical  care  is  a  journey,  nof  a  desfinafion  or  a  one-sfop  shopping  expe¬ 
rience  —  enjoy  fhe  opporfunify  fo  meef  a  pafienf’s  drug-relafed  needs  af  a 
pace  comforfable  fo  fhe  pafienf.  For  sfudenfs  seeking  fo  learn  more  abouf 
communicafions  skills  imporfanf  fo  developing  a  fherapeufic  relafionship 
wifhin  fhe  pracfice  of  pharmaceufical  care,  fhere  are  reference  fexfs  available 
fhaf  discuss  fopics  such  as  verbal  and  nonverbal  communicafions,  vocal 
intonation,  facial  expressions,  and  negofiafing  wifh  pafienfs  fo  esfablish  real- 
isfic  fherapeufic  goals. 
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The  systematic  patient  care  process 

The  patient  care  process  clearly  describes  how  a  pharmaceutical  care  prac¬ 
titioner  fulfills  responsibilities  ouflined  in  fhe  philosophy  of  care.  The  fhree 
sfeps  in  fhe  pafienf  care  process  are  assessment  care  plan,  and  evaluation. 
These  fhree  sfeps  are  confinuous,  or  may  be  viewed  as  being  cyclical  in 
nafure.  The  initial  assessmenf  helps  fhe  pracfifioner  formulafe  a  care  plan  in 
concerf  wifh  fhe  pafienf,  and  follow-up  evaluation  includes  documenfafion 
of  acfual  pafienf  oufcomes,  leading  back  fo  assessmenf  of  new  drug-relafed 
needs. 

By  using  rules  applied  fo  healfh  care  professions,  if  is  nofed  fhaf  all  ofher 
healfh  care  professionals  have  a  single  pafienf  care  process  guiding  fhe  care 
delivered.  Alfhough  wifhin  any  given  healfh  care  profession  fhe  pracfifioner 
may  execufe  fhe  pafienf  care  process  in  a  slighfly  differenf  marmer,  fhere  is 
still  only  one  pafienf  care  process  fhaf  helps  fhe  pracfifioner  fulfill  pafienf 
care  responsibilities. 

Pharmaceutical  care  practitioners  have  esfablished  pafienf  care  process 
criferia  for  providing  pharmaceutical  care,  which  were  developed  fo  help 
pharmacisfs  learn  fhis  new  approach  fo  pafienf  care  as  well  as  fo  help  ofhers 
defermine  how  well  a  pharmacisf  does  in  delivering  care  fo  pafienfs.  The 
criferia  used  fo  evaluafe  performance  wifhin  fhe  pafienf  care  process 
included® 

1.  Ascerfaining  and  documenting  fhe  patients  undersfanding,  con¬ 
cerns,  and  expecfafions  abouf  his  or  her  drug-relafed  needs 

2.  Linking  each  of  fhe  pafienf’s  active  medicafion  remedies  fo  an  ap- 
propriafe  medical  indication 

3.  Defermining  fhe  goals  of  fherapy  for  each  of  fhe  pafienf’s  medical 
conditions 

4.  Assessing  fhe  pafienf  for  fhe  presence  of  drug  fherapy  problems 
relafed  fo  fhe  indication,  effecfiveness,  safefy,  and  convenience  of 
medicafions 

5.  Probing  for  addifional  drug-relafed  needs  and  drug  fherapy  prob¬ 
lems  fhrough  a  review  of  sysfems 

6.  Esfablishing  a  mufually  agreed-on  care  plan 

7.  Following  up  wifh  an  evaluafion  for  every  pafienf 

The  pafienf  care  process  for  providing  pharmaceufical  care  is  briefly 
described  nexf. 

Assessment 

The  pharmaceufical  care  pracfifioner  always  sfarfs  by  assessing  fhe  pafienf’s 
drug-relafed  needs.  Assessmenf  is  a  sysfemafic  review  of  a  pafienf’s 
drug-relafed  needs.  Drug-relafed  needs  perfain  fo  fhe  inf  ended  use  of  all  of 
a  pafienf’s  medicafions,  fhe  effecfiveness  of  each  medicafion,  fhe  safefy  of 
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use,  and  the  convenience  of  use  of  all  fherapies.  The  assessmenf  of 
drug-relafed  needs  provides  fhe  basis  for  idenfifying  drug  fherapy  problems. 

When  pafienfs  come  fo  fhe  Pharmaceufical  Care  Clinic  af  fhe  Universify 
of  Mirmesofa  College  of  Pharmacy  fo  receive  care  delivered  by  advanced 
sfanding  pharmacy  sfudenfs  in  fhe  presence  of  experienced  faculfy,  sfudenfs 
fypically  use  a  fhree-phase  approach  fo  conducting  fhe  initial  assessmenf. 
The  fhree  phases  of  an  inifial  assessmenf  can  be  characferized  as  follows: 
building  a  fherapeufic  relationship,  assessing  all  of  a  pafienf’s  existing  med¬ 
ications  and  remedies,  and  conducfing  a  verbal  review  of  sysfems  fo  make 
sure  fhaf  no  drug-relafed  needs  have  been  overlooked.  This  fhree-phase 
approach  helps  a  sfudenf  gef  organized  and  prepare  for  fhe  firsf  few  com- 
plefe  and  comprehensive  assessmenfs.^° 

Drug  therapy  problems 

Idenfifying,  resolving,  and  preventing  drug  fherapy  problems  are  fhe  cenfral 
focus  of  a  pracfifioner’s  pafienf  care  responsibilifies.  The  pharmaceufical  care 
practitioner  learns  fo  fulfill  fhis  pafienf  care  responsibilify  beffer  fhan  any 
ofher  healfh  care  professional.  Table  15.1  presenfs  a  classification  of  drug 
fherapy  problems. 

The  order  for  idenfifying  drug  fherapy  problems  is  also  critical.  The 
practitioner  always  sfarfs  by  defermining  whefher  fhere  is  an  infended  med¬ 
ical  use  for  each  of  a  pafienf’s  medicafions  and  remedies.  If  fhere  is  no 


Table  15.1  Categories  of  Drug  Therapy  Problems 

Indication 

1.  The  patient  has  a  medical  condition  that  requires  the  initiation  of  new  or 
additional  drug  therapy. 

2.  The  patient  is  taking  drug  therapy  that  is  unnecessary. 

Effectiveness 

1.  The  patient  has  a  medical  condition  for  which  an  ineffective  drug  therapy  is 
being  used. 

2.  The  patient  has  a  medical  condition  for  which  too  little  of  the  correct  drug  is 
being  taken. 

Safety 

1.  The  patient  has  a  medical  condition  resulting  from  an  adverse  drug  reaction. 

2.  The  patient  has  a  medical  condition  for  which  too  much  of  the  correct  drug 
is  being  taken. 

Convenience  (compliance) 

1.  The  patient  has  a  medical  condition  resulting  from  not  taking  the  correct 
drug  appropriately. 


Source:  Adapted  from  Cipolle  RJ,  Strand  LM,  Morley  PC.  Pharmaceutical  Care  Practice.  New 
York:  McGraw-Hill,  1998.  With  permission. 
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medical  reason  for  the  use  of  a  medication,  then  the  drug  therapy  problem 
is  resolved  by  discontinuing  the  therapy  If  there  is  an  intended  medical 
reason  but  the  medicine  is  not  working,  the  practitioner  must  resolve  this 
problem,  usually  by  recommending  a  dosage  increase  or  by  using  a  more 
effective  therapy  If  the  medication  is  indicated  and  working,  the  practitioner 
analyzes  the  safety  of  use  in  the  patient.  If  the  patient  is  experiencing  unde¬ 
sirable  effects  or  interactions,  actions  must  be  taken  to  resolve  this  problem. 

Last  —  and  always  last  —  is  to  identify  problems  caused  by  noncom¬ 
pliance.  This  must  be  the  last  order  of  business  when  identifying  drug 
therapy  problems  —  imagine  what  will  happen  if  the  pharmacist  starts  by 
making  sure  that  a  patient  is  taking  a  medication  that  has  no  intended 
medical  use,  is  not  working,  or  is  unsafe  for  the  patient.  Problems  caused 
solely  by  noncompliance  include  such  things  as  the  patient  forgetting  to  take 
the  medication  or  not  being  able  to  afford  the  drug  product. 

Care  plan  development 

A  care  plan  is  a  detailed  schedule  outlining  the  patient’s  and  the  practitio¬ 
ner’s  activities  and  responsibilities  to  achieve  therapeutic  goals  and  resolve 
drug  therapy  problems.  If  the  patient  is  achieving  all  goals  of  therapy  and 
is  not  experiencing  any  drug  therapy  problems,  the  patient’s  pharmaceutical 
care  plan  might  not  be  an  elaborate  document.  The  care  plan  is  an  agreement 
between  the  patient  and  the  practitioner  to  describe  who  will  do  what  to 
achieve  therapeutic  goals  and  to  resolve  and  prevent  drug  therapy  problems. 

A  care  plan  can  be  simplified  by  combining  straightforward  clinical 
condition  endpoints  with  patient-specific  goals  of  therapy.  The  care  plan 
includes  drug  therapy  treatment  goals  for  each  of  the  patient’s  clinical  con¬ 
ditions.  If  the  patient  is  achieving  all  therapeutic  goals  and  has  no  unmet 
drug-related  needs,  such  as  an  untreated  medical  condition,  then  the  care 
plan  might  be  very  brief.  A  more  detailed  care  plan  is  required  when  the 
patient  is  experiencing  drug  therapy  problems  and  there  needs  to  be  an 
accounting  of  what  the  patient  and  practitioner  will  do  to  resolve  and  prevent 
the  problems  impeding  progress  and  work  toward  desired,  positive,  thera¬ 
peutic  outcomes. 

Evaluation 

Evaluation  is  defined  as  the  practitioner’s  determination  of  the  patient’s 
outcome  and  clinical  status  at  plarmed  intervals. Evaluation  represents 
accountability  in  the  definition  of  a  pharmaceutical  care  practice.  This 
accountability  is  witnessed  at  the  patient  level  by  the  practitioner  assuming 
responsibility  for  finding  out  exactly  what  happens  to  the  patient  in  the 
medication  use  process  and  documenting  these  results  or  outcomes. 

The  goals  of  conducting  an  evaluation  are  to  evaluate  achievement  of 
therapeutic  outcomes,  resolve  drug  therapy  problems,  and  establish  time 
frames  for  conducting  the  follow-up  evaluation.  The  follow-up  evaluation 
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may  be  conducted  in  person  or  over  the  telephone,  depending  on  patient 
preferences  and  severity  of  fhe  pafienf’s  drug  fherapy  problems.  Esfablishing 
a  time  frame  for  conducting  fhe  follow-up  evaluation  hinges  on  fhe  expecfed 
amounf  of  fime  fo  wifness  condifion  improvemenf  and  fhe  pofenfial  for 
experiencing  any  unwanfed  medicafion  effecfs.  The  pracfifioner  works  wifh 
fhe  pafienf  fo  sef  up  a  specific  fime  and  dafe  for  fhe  follow-up  encounfer. 
The  pafienf  has  responsibilify  for  confacfing  fhe  pracfifioner  before  fhe  fol¬ 
low-up  encounfer  if  unfoward  medicafion  effecfs  occur. 

The  practice  management  system 

A  practice  managemenf  sysfem  is  fhe  engine  fhaf  drives  a  pharmaceutical 
care  practice.  The  sysfem  for  managing  a  pharmaceutical  care  practice  is 
crifical,  and  is  probably  fhe  leasf  undersfood  of  fhe  fhree  fundamenfal  prac- 
fice  componenfs  (fhe  ofher  two  components  being  the  philosophy  of  practice 
and  fhe  pafienf  care  process).  There  is  a  fempfafion  fo  launch  ouf  and  sfarf 
caring  for  pafienfs  and  give  liffle  fhoughf  fo  developing  sysfems  fhaf  supporf 
long-ferm  growfh  of  fhe  practice.  This  is  a  bad  idea;  having  an  explicif 
pracfice  managemenf  sysfem  in  place  greafly  enhances  fhe  prospecfs  for 
success. 

The  remainder  of  fhis  chapfer  is  designed  fo  firsf  briefly  discuss  fhe 
evidence  supporfing  fhe  benefifs  of  pharmaceutical  care  and  fhen  presenf 
fhe  essentials  of  creating  a  pracfice  managemenf  sysfem.  An  imporfanf  parf 
of  building  a  new  pracfice  is  convincing  ofhers  (as  well  as  oneself)  fhaf 
pharmaceufical  care  improves  clinical  oufcomes  and  reduces  healfh  care 
expendifures.  Therefore,  when  fhe  fime  comes  fo  sell  fhe  service  fo  ofhers, 
fhere  will  be  no  hesifafion  or  embarrassmenf  abouf  fhe  value  and  worfh  of 
fhis  healfh  care  irmovafion. 

Evidence  supporting  the  outcomes  of  pharmaceutical  care 

No  ofher  healfh  care  innovafion  or  service  has  been  held  fo  a  higher  sfandard 
of  evidence  fhan  fhe  pracfice  of  pharmaceufical  care.  Few  —  if  any  ofher  — 
healfh  care  professions  have  been  required  fo  demonsfrafe  fhaf  fheir  services 
nof  only  improve  care  delivered  fo  pafienfs  buf  also  save  money.  Even  when 
fhe  debafe  over  inclusion  of  chiropractic  care  services  in  healfh  benefif  plans 
franspired,  if  was  more  overwhelming  public  fesfimony  rafher  fhan  eco¬ 
nomic  cosf-savings  dafa  fhaf  persuaded  fhird-parfy  payers  fo  begin  covering 
fhese  services.  Alfhough  if  is  easy  fo  say  fhaf  fhis  is  unfair,  fhe  silver  lining 
is  fhaf  as  pharmaceufical  care  becomes  a  more  widely  covered  service,  fhe 
profession  of  pharmacy  will  be  well  prepared  fo  answer  fhe  call  for  accounf- 
abilify  of  oufcomes. 

The  framework  for  presenting  fhe  evidence  in  supporf  of  a  pharmaceu¬ 
fical  care  pracfice  managemenf  sysfem  is  clinical,  humanistic,  and  economic 
oufcomes  dafa,  which  are  described  nexf. 
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Clinical  outcomes  evidence 

Pharmacists  working  in  collaboration  with  patients,  physicians,  and  other 
health  care  providers  through  a  redesigned  medication  use  sys- 
tems-approach  can  improve  the  achievement  of  therapeutic  goals.  A  report 
released  by  the  Medicare  Payment  Advisory  Commission  (MedPAC)  states 
that  “drug  management  is  an  evolving  approach  to  care  in  which  drug 
therapy  decisions  are  coordinated  collaboratively  by  physicians,  pharmacists 
and  other  health  professionals  fogefher  wifh  fhe  pafienf.”  The  MedPAC 
reporf  also  recommends  fhaf  fhe  secrefary  of  fhe  Unifed  Sfafes  Deparfmenf 
of  Healfh  and  Human  Services  assess  models  for  collaborafive  drug  fherapy 
managemenf  services  in  oufpafienf  seffings.^i 

In  a  fwo-year  sfudy  of  397  ambulafory  care  pafienfs  wifh  coronary  hearf 
disease,  working  collaborafively  wifh  pharmacisfs  and  physicians  fo  pro- 
mofe  persisfence  and  compliance  wifh  prescribed  dyslipidemic  fherapy,  if 
was  found  fhaf  62.5%  of  pafienfs  were  af  or  below  lipid  managemenf  goals 
(Nafional  Cholesferol  Educafion  Panel  specified  LDL-C  fargef  levels)  as  of 
fheir  lasf  full  lipid  profile.^^  In  fhe  hospifal  seffing,  if  was  found  fhaf  phar¬ 
macisfs  working  in  collaboration  wifh  physicians  fhrough  a  redesigned  med- 
icafion  use  sysfems-approach  can  prevenf  errors  and  reduce  drug  cosfs.^^ 

As  regards  achieving  fherapeufic  goals,  in  a  sfudy  of  2524  pafienfs  in 
pharmaceufical  care  plans  from  1999  fo  2002  if  was  found  fhaf  fhe  achieve- 
menf  of  drug  fherapy  freafmenf  goals  increased  from  74%  af  pafienfs’ 
earliesf  encounfers  fo  89%  af  fheir  lafesf  pharmaceufical  care  encounfers.^'' 
Peer  review  by  a  panel  of  eighf  physicians  and  four  pharmaceufical  care 
practitioners,  using  15  randomly-selecfed  pafienf  records,  demonsfrafed 
fhaf  fhe  panel  agreed  wifh  94.2%  of  all  fherapeufic  deferminafions  made 
by  pharmaceufical  care  pharmacisfs. In  addition,  a  Cochrane  dafabase 
review  examining  fhe  effecfs  of  expanding  roles  of  ambulafory  pharmacisfs 
on  pafienf  oufcomes  and  healfh  care  use  suggesfs  fhaf  pharmacisf  infer- 
venfion  can  improve  pafienf  behavior  and  adherence  and  also  physician 
prescribing.^® 

Humanistic  outcomes  evidence 

Pafienf  safisfacfion  and  qualify  of  life  are  fhe  fwo  mosf  common  mefhods  of 
measuring  fhe  humanistic  oufcomes  of  care.  Improvemenfs  in  pafienfs’  qual¬ 
ify  of  life  have  nof  been  consisfenfly  demonsfrafed;  however,  fhere  is  evi¬ 
dence  fhaf  many  of  fhese  sfudies  purporting  fo  provide  pharmaceufical  care 
were  in  facf  disease  sfafe  managemenf  or  specific  drug-focused  programs  in 
which  pharmacisfs  did  nof  assume  responsibilify  for  all  of  fhe  pafienfs’  drug 
fherapy  freafmenf  goals. 

One  recenf  sfudy  provides  a  classic  example  of  whaf  will  happen  if  a 
practice  managemenf  plan  is  nof  in  place  clearly  delineating  pharmaceufical 
care  from  fhe  business  of  dispensing  medications.  This  sfudy  was  unable  fo 
demonsfrafe  fhaf  fhe  provision  of  pharmaceufical  care  had  a  significanf  effecf 
on  Shorf  Form-36  (SF-36)  qualify -of-life  scores.  In  fhis  program,  pharmacisfs 
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were  extensively  trained  in  the  provision  of  pharmaceutical  care;  however, 
two  of  fhe  five  freafmenf  pharmacies  were  unable  fo  mainfain  implemenfa- 
fion  of  pharmaceufical  care.^*’  Forfunafely,  pafienf  safisfacfion  wifh  fhe  care 
delivered  by  pharmacisfs  has  been  more  consisfenfly  demonsfrafed.^*’ 

Economic  outcomes  evidence 

Economic  evidence  supporting  fhe  pracfice  of  pharmaceufical  care  is  sub- 
sfanfiald^'^^  30  evaluafion  of  care  delivered  by  pharmacisfs  in  a  variefy  of 
healfh  care  seffings  reporfed  an  average  benefif  of  $16.70  of  value  fo  fhe 
healfh  care  sysfem  realized  for  each  $1  invesfed  in  clinical  pharmacy  ser- 
vices.3®  In  fhe  Mirmesofa  Pharmaceufical  Care  Projecf,  fhere  was  a  bene- 
fif-fo-cosf  esfimafe  of  $11  for  every  $1  invesfed. 

The  lafesf  and  mosf  convincing  economic  sfudy  is  available  from  fhe 
Asheville  Projecf.  In  pafienfs  wifh  diabefes  who  received  ongoing  pharma¬ 
ceufical  care  services,  nof  only  were  improvemenfs  mainfained  in  hemoglo¬ 
bin  AlC  levels  over  fhe  5-year  sfudy  fime  frame,  buf  also  days  of  sick  fime 
decreased  every  year  and  esfimafed  increases  in  producfivify  were  $18,000 
armually.  In  addition,  fofal  mean  direcf  medical  cosfs  in  fhe  Asheville  projecf 
decreased  by  $1200  fo  $1872  per  pafienf  per  year  compared  wifh  fhe  base- 
line.3o 

Building  the  practice  management  system 

A  pracfice  managemenf  sysfem  is  fhe  organizafional  framework  fhaf  sup- 
porfs  fhe  pracfice.  A  pracfice  managemenf  sysfem  represenfs  an  orderly 
approach  fo  developing  a  sysfem  fhaf  enables  practitioners  fo  provide  phar¬ 
maceufical  care.  A  pracfice  managemenf  sysfem  confains  four  elemenfs:  (1) 
a  clear  description  of  fhe  service  provided,  (2)  a  lisf  of  resources  required  fo 
deliver  fhe  service,  (3)  a  pracfice  evaluafion  process,  and  (4)  a  revenue 
sfream. 

Affer  fhe  organizafional  framework  supporfing  a  pharmaceufical  care 
pracfice  is  in  place,  attention  is  focused  on  fhe  job  of  building  fhe  pracfice. 
There  are  five  sfeps  fo  building  a  pharmaceufical  care  pracfice: 

1.  Preparing  fo  build  a  pracfice 

2.  Focusing  on  pafienfs’  drug-relafed  needs 

3.  Assembling  necessary  supporf  sfaff 

4.  Creafing  an  appropriafe  pracfice  environmenf 

5.  Securing  compensafion 

Building  a  pracfice  requires  careful  fhoughf  and  plarming.  Hence,  fhere  musf 
be  an  individual  responsible  for  managing  fhe  pracfice.  The  manager’s  job 
will  be  much  easier  if  plans  for  building  fhe  pracfice  are  reduced  fo  wrifing. 
The  written  plan  for  managing  fhe  pracfice  is  referred  fo  as  fhe  pracfice 
managemenf  plan. 
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Creating  a  practice  management  plan 

A  practice  management  plan  serves  as  the  guide,  or  road  map,  when  building 
a  practice.  The  practice  management  plan  begins  with  a  mission  statement, 
or  a  clear  description  of  the  service  provided,  patient  care  goals,  and  a  growth 
schedule  for  fhe  practice.  All  ofher  healfh  care  practices  have  a  sfafemenf  of 
fheir  mission,  and  fhis  is  frue  of  pharmacisfs  funcfioning  as  primary  care 
generalisfs  or  in  a  specialized  disease-focused  service. 

Mission  statement.  Wifhouf  a  sfafemenf  of  mission,  fhere  is  no  clear 
definition  of  fhe  purpose  fo  guide  pracfifioners  fhrough  fheir  daily  duties 
and  responsibilities.  The  following  is  an  example  of  describing  fhe  service 
as  parf  of  fhe  mission  for  a  pharmaceufical  care  pracfice: 

1.  Assess  all  fhe  pafienf’s  drug-relafed  needs  in  a  sysfemafic  and  com¬ 
prehensive  manner  for  fhe  purpose  of  achieving  all  fherapeufic  goals 
and  fo  idenfify  drug  fherapy  problems. 

2.  Develop  a  care  plan  for  fhe  pafienf  fo  achieve  goals  of  fherapy  and 
resolve  and  prevenf  drug  fherapy  problems. 

3.  Evaluafe  fhe  acfual  pafienf  oufcomes  and  sfafus. 

Table  15.2  presenfs  an  example  of  a  managemenf  plan  for  a  pharmaceu¬ 
fical  care  pracfice  locafed  in  an  ambulatory  care  clinic. 

Resource  requirements.  Resources  required  fo  deliver  fhe  service 
include  physical,  financial,  and  human  resources.  The  business  of  managing 
a  pharmaceufical  care  pracfice  is  much  differenf  fhan  fhe  business  of  dis¬ 
pensing  medicafions.  All  resources  required  for  operafing  a  pharmaceufical 
care  pracfice  focus  on  delivering  a  service  fo  fhe  pafienf  as  opposed  fo  a 
commercial  producf-focused  business. 

A  successful  pharmaceufical  care  pracfice  musf  have  a  clear  separation 
of  resources  between  a  product-focused  business  and  fhe  pafienf  service 
business.  A  lack  of  clear  resource  separation  between  the  two  businesses 
manifests  in  patient  confusion,  as  well  as  practitioner  frusfrafion  when  hav¬ 
ing  fo  abandon  pafienf  care  goals  in  fhe  face  of  growing  prescription-dis¬ 
pensing  demands.  Experiences  from  many  attempted  practices  indicate  fhaf 
when  fhe  fwo  businesses  are  indistinguishable  fo  consumers,  reimbursemenf 
for  fhe  provision  of  pharmaceufical  care  rarely  occurs.  A  clear  separation  of 
services  leads  fo  an  enhanced  professional  image  and  improves  fhe  oppor- 
funify  fo  obfain  reimbursemenf  for  services. 

Evaluation  of  the  practice.  Evaluafion  of  fhe  pracfice  means  sfrucfured 
reflecfion  of  all  phases  of  a  pracfice.  Evaluafion  includes  periodic  review  of 
fhe  clinical  care  delivered  fo  pafienfs  (case  presenfafions  fo  peers),  processes 
for  delivering  care  (care  feam  managemenf  meefings),  and  fhe  flow  of 
resources  (balance  sheef  analysis).  Scheduled  meefings  among  fellow  phar¬ 
macisfs  is  a  good  way  fo  review  cases,  share  experiences,  and  improve 
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Growth  schedule  15-20  total  patients  in  active  care  plans  75  patients  in  care  200  patients  in  care  500  patients  in  active 
for  practice  plans  plans  care  plans 


Table  15.2  Sample  Pharmaceutical  Care  Practice  Management  Plan®  (continued) 
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Savings  Individual  patient  savings  Prepare  drug  therapy  Submit  information  to  Start  pharmacoeconomic 

documented  on  paper  problem  database  university  for  start  of  study  in  ACME  university 

economic  study  analysis 


Evaluation 

Patient  care  1.  Review  total  number  of  drug  1.  Conduct  monthly  1.  Use  monthly  case  1.  Conduct  independent, 

therapy  problems  identified  practitioner  case  presentations  by  blinded  practitioner 

2.  Establish  a  patient  advisory  presentations  focusing  practitioners  to  reviews  of  cases  to 

panel  to  discuss  program  on  common  drug  determine  level  of  obtain  feedback  on 
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®  For  an  ambulatory  pharmacy  located  in  a  primary  care  clinic. 

Source:  Isetts,  BJ.  Pharmacotherapy  Self-Assessment  Program  —  The  Science  and  Practice  of  Pharmacotherapy  I,  4th  ed..  Book  5.  American  College  of  Clinical 
Pharmacy,  Kansas  City,  2002,  147-182.  With  permission. 
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abilities  to  identify  and  resolve  drug  therapy  problems.  Care  team  manage¬ 
ment  meetings  are  conducted  to  minimize  persormel  conflicts  and  discuss 
methods  of  improving  service  delivery.  A  review  of  fhe  financial  viabilify  of 
fhe  pracfice  musf  be  judged  againsf  goals  sef  forfh  in  fhe  inifial,  and  subse- 
quenfly  modified,  managemenf  plan. 

For  fhe  pracfice  fo  fhrive,  an  effective  appoinfmenf  scheduling  sysfem 
is  required.  An  appoinfmenf  scheduling  sysfem  can  be  esfablished  by  review¬ 
ing  fhe  successes,  and  avoiding  fhe  misfakes,  of  ofher  healfh  care  pracfices. 
Alfhough  fhe  fechnology  used  fo  supporf  appoinfmenf  scheduling  is  impor- 
fanf,  success  is  largely  dependenf  on  fhe  personal  touch  applied  fo  appoinf¬ 
menf  scheduling  by  fhe  people  working  fogefher  in  a  pracfice.  Some  pafienfs 
like  a  reminder  call  fhe  day  before  an  appoinfmenf,  some  wanf  fheir  appoinf¬ 
menf  af  fimes  fhaf  mighf  be  inconvenienf  fo  fhe  pracfifioner,  and  some 
pafienfs  wanf  fo  see  fhe  pracfifioner  wifhouf  having  fo  make  an  appoinfmenf. 
Alfhough  fhere  needs  fo  be  a  cerfain  amounf  of  sfrucfure  fo  fhe  appoinfmenf 
scheduling  sysfem,  fhere  musf  also  be  room  fo  adapf  fo  fhe  individual 
preferences  of  pafienfs. 

Anofher  decision  fo  be  made  in  sfarfing  a  new  pracfice  is  which  pafienf, 
or  groups  of  pafienfs,  fo  fake  care  of  firsf.  When  learning  fhe  pafienf  care 
process,  fhere  are  no  righf  or  wrong  answers  for  selecting  fhe  firsf  few 
pafienfs  —  if  is  imporfanf  fo  provide  care  fo  obfain  needed  pafienf  care 
experiences.  Affer  fhis  inifial  learning  phase,  fhe  pracfice  managemenf  plan 
guides  pafienf  selecfion.  When  providing  pharmaceufical  care,  fhere  musf 
be  time  for  reflection,  infrospecfion,  and  evaluation.  If  fhere  is  nof  fime  for 
appropriate  pracfice  plan  evaluation,  fhere  is  a  risk  of  developing  bad  habifs, 
overwhelming  limifed  resources,  and  alienafing  pafienfs. 

The  pracfice  managemenf  plan  sefs  forfh  pafienf  care  goals.  There  is  no 
magic  formula  for  selecting  pafienfs  fo  receive  care,  and  fhis  selecfion  process 
can  be  relafed  fo  compensafion  goals  in  fhe  pracfice  managemenf  plan.  Inifial 
groups  of  pafienfs  selecfed  fo  receive  care  can  be  based  on  specific  projecf 
goals,  fime  of  day,  reimbursemenf,  or  some  ofher  form  of  selecfion.  Selecfing 
pafienfs  wifh  specific  medical  conditions,  or  frigger  diagnoses,  is  one  way 
fo  sfarf  identifying  inifial  groups  of  pafienfs  fo  begin  receiving  pharmaceu¬ 
fical  care.  This  pafienf  selecfion  technique  is  confrasfed  fo  disease  sfafe  man¬ 
agemenf,  in  which  fhe  focus  is  on  only  one  of  a  pafienf’s  many  medical 
conditions.  If  is  now  recognized  fhaf  when  fhe  pafienf  is  referred  or  entered 
info  pracfice,  fhe  pracfifioner  assumes  responsibilify  for  all  drug-relafed 
needs. 

If  is  imporfanf  fo  confinually  monifor  progress  foward  meeting  pracfice 
plan  goals.  The  value  of  confinuously  moniforing  progress  foward  achieving 
pracfice  plan  goals  occurs  when  scheduling,  coordinafion,  and  resource  allo- 
cafions  are  modified  in  response  fo  unmef  pracfice  developmenf  goals. 

Promotion  and  marketing 

Promotion  and  marketing  of  a  pharmaceufical  care  pracfice  requires  persis¬ 
tence  and  patience.  Whenever  fhere  is  change,  consumers  express  a  cerfain 
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amount  of  apprehension  about  the  change.  Practitioners  must  listen  carefully 
to  individual  patients  and  to  the  collective  needs  of  their  community.  An 
effective  tool  for  gauging  practice  plan  progress  is  through  the  use  of  a 
patient  advisory  panel. 

A  common  marketing  axiom  states  that  consumers  need  to  be  exposed 
to  something  new,  on  average,  seven  different  times  before  a  decision  is 
made  to  engage  in  that  new  experience  or  service  or  to  buy  the  new  product. 
This  also  applies  to  the  practice  of  pharmaceutical  care.  Another  marketing 
statement  is  that  if  people  like  a  new  service,  they  tell  three  other  people 
about  their  experience. 

To  successfully  generate  consumer  interest  and  demand  in  pharmaceu¬ 
tical  care,  it  might  be  helpful  to  make  the  connection  between  the  use  of 
medications  and  preventable  drug-related  morbidity  and  mortality.  Tag  lines 
that  can  be  used  to  generate  consumer  interest  in  a  newspaper  advertise¬ 
ment,  promotional  brochure,  or  radio  public  service  announcement  include: 
“Did  you  know  that  over  100,000  people  die  each  year  as  a  result  of  their 
medications?”  or,  “Are  you  wondering  whether  or  not  all  your  medications 
and  supplements  are  working  as  well  as  possible?”  or,  “Are  you,  or  a  loved 
one,  taking  dangerous  combinations  of  drugs  or  herbal  preparations?” 
Another  simple  fact  that  can  be  used  in  a  brochure  to  generate  demand 
among  consumers  is  that  the  number  of  drug  therapy  problems  increase 
with  the  number  of  medications  and  remedies  a  patient  takes. 

Marketing  tools  are  available  for  use  in  promoting  a  practice.  If  it  is  true 
that  a  consumer  will  be  exposed  to  something  new,  on  average,  seven  times 
before  acting  on  this  information,  then  a  number  of  different  methods  can 
be  employed  to  convey  the  pharmaceutical  care  message.  It  might  require  a 
combination  of  marketing  tools  to  prompt  a  patient  to  utilize  the  services  of 
a  pharmaceutical  care  practitioner.  Delivering  the  service  and  asking  satisfied 
patients  to  tell  their  friends  and  colleagues  about  the  new  service  is  another 
marketing  tool.  In  addition,  the  use  of  discount,  complementary,  or  intro¬ 
ductory  coupons  are  a  useful  way  to  attract  new  patients. 

Documenting  a  practice 

The  two  aspects  of  documentation  are  documenting  care  delivered  to 
patients  and  documenting  progress  toward  meeting  practice  plan  objectives. 
The  problem-oriented  medical  record  is  used  by  health  care  professionals  to 
convey  information  about  patient  care.  The  problem-oriented  medical  record 
is  a  means  to  organize  observations  into  a  systematic,  problem-solving 
approach  that  can  be  conveyed  to  others.  The  problem-oriented  approach  to 
documentation  is  intended  to  streamline  the  amount  of  reading  that  practi¬ 
tioners  must  do  to  update  themselves  on  a  patient’s  status. 

Similarly,  pharmaceutical  care  documentation  is  intended  to  improve 
care  delivered  to  patients  and  convey  information  to  fellow  practitioners. 
Three  important  purposes  for  documentation  of  the  care  delivered  to  patients 
in  a  pharmaceutical  care  practice  are  to  (1)  ensure  continuity  of  patient  care 
over  the  course  of  the  therapeutic  relationship,  (2)  evaluate  actual  patient 
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outcomes,  and  (3)  receive  compensation  for  the  delivery  of  care.  When  doc- 
umenfing  care  delivered  fo  fhe  pafienf,  pracfifioners  creafe  a  clear  and  con¬ 
cise  accounf  of  fhe  imporfanf  aspecfs  of  fhe  encounfer,  fheir  assessment  fhe 
care  plan,  and  evaluation  of  acfual  oufcomes  on  follow-up. 

Some  compufer  software  products  in  the  market  are  designed  to  help 
pharmaceutical  care  practitioners  document  the  drug  therapy  problems 
encountered  by  patients,  interventions  taken  to  resolve  drug  therapy  prob¬ 
lems,  and  actual  patient  outcomes.  Documentation  software  products  are 
available  that  have  features  such  as  creating  a  patient  pharmaceutical  care 
chart,  tracking  drug  therapy  problems,  recording  interventions  taken  to 
resolve  drug  therapy  problems,  scheduling  patient  follow-up  appoinfmenfs, 
mainfaining  a  dafabase  of  acfual  pafienf  oufcomes,  and  documenting 
progress  toward  meefing  pracfice  plan  objectives. 

If  is  also  helpful  fo  also  include  a  brief  progress  nofe  fo  describe  addi¬ 
tional  aspecfs  of  delivering  care  fo  fhe  pafienf  or  fo  convey  informafion  fo  a 
fellow  practitioner.  One  nofafion  formal  fhaf  can  be  utilized  for  sfrucfuring 
a  progress  nofe  is  fhe  subjecfive,  objective,  assessmenf,  and  plan  (SOAP) 
nofafion  formal.  A  SOAP  nofe  is  f5^ically  orienfed  by  each  of  fhe  pafienf’s 
medical  conditions. 

Practice-level  documenfafion  is  fhe  fool  for  evaluating  pracfice  plan 
progress.  If  is  conducfed  for  improving  care  delivered  fo  all  pafienfs  in  a 
pracfice  as  opposed  fo  fhe  documenfafion,  described  previously,  designed 
fo  improve  care  delivered  fo  individual  pafienfs.  This  t5^e  of  documenfafion 
includes  a  series  of  managemenf  reporfs. 

Pracfice  plan  managemenf  reporfs  include  fhe  number  of  pafienfs  seen 
each  day,  fhe  amounf  of  time  spenf  wifh  pafienfs,  common  fypes  of  medical 
and  drug  fherapy  problems  encountered,  and  resources  used  fo  care  for 
pafienfs.  Managemenf  reporfs  are  used  fo  undersfand  fhe  nafure  of  fhe 
pracfice,  generate  dafa  on  efficiencies  of  fhe  service,  and  submif  compensa¬ 
tion  claims. 

Managemenf  reporfs  can  also  be  used  fo  continuously  improve  fhe  qual¬ 
ify  of  a  pharmaceutical  care  pracfice.  Qualify  improvemenf  concepfs  are  used 
in  many  service-orienfed  indusfries.  Managemenf  reporfs  are  essential  fo 
improve  pharmaceufical  care  services  by  integrating  dafa  from  groups  or 
populations  of  pafienfs  served  fo  help  make  pracfice  managemenf  decisions. 

Collaborating  with  physicians  and  other  providers 
Collaborafive  pracfice  relafionships  facilifafe  fhe  infegrafion  of  pharmaceu¬ 
fical  care  services  info  sysfems  for  delivering  healfh  care  services.^i  Reasons 
for  physician  collaborafion  wifh  pharmaceufical  care  pracfifioners  include 
pafienf  achievemenf  of  posifive  fherapeufic  oufcomes  and  reductions  in 
drug-relafed  morbidify  and  morfalify.  Alfhough  some  physicians  mighf  nof 
be  inferesfed  in  collaborafion,  if  has  been  observed  fhaf  when  physicians 
and  pharmacisfs  work  fogefher  fhere  are  opporfunifies  fo  decrease 
drug-relafed  morbidify,  improve  pafienf  oufcomes,  and  improve  efficien¬ 
cies.^^  One  of  four  recenf  suggesfions  for  improving  fhe  qualify  of  medication 
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use  in  elderly  patients  includes  a  call  for  enhanced  collaborations  between 
those  who  prescribe  drugs  and  those  who  know  medications  best  (clinical 
pharmacists).^^ 

Drug  therapy  management  and  drug  management  are  terms  used  in  pro¬ 
posed  federal  legislafion  and  in  federal  govemmenf  reporfs  fo  describe  con- 
femporary  models  in  which  pharmacisfs  and  physicians  work  fogefher  fo 
manage  fhe  complex  medication  needs  of  Medicare  beneficiaries.  The  Med- 
PAC  reporf  described  earlier  recommends  fhaf  fhe  secrefary  of  fhe  U.S. 
Deparfmenf  of  Healfh  and  Human  Services  assess  models  for  collaborative 
drug  fherapy  managemenf  services  in  oufpafienf  seffings.^^ 

The  economic  reward  systems  of  pharmaceutical  care 
A  pracfice  carmof  survive  wifhouf  a  revenue  sfream.  The  mosf  imporfanf 
revenue  source  is  fhe  cash-paying  pafienf .  If  a  service  is  of  value  fo  a  pafienf, 
fhis  value  will  be  equaled  wifh  fhe  fransfer  of  a  monefary  paymenf.  This 
monefary  paymenf  can  be  in  fhe  form  of  eifher  fee-for-service  reimbursemenf 
paid  direcfly  fo  fhe  provider  by  fhe  pafienf,  or  as  parf  of  a  healfh  care  benefif 
premium.  There  will  fherefore  need  fo  be  sfandard  procedures  in  place  for 
collecting  paymenf  for  providing  pharmaceufical  care. 

When  sfarfing  a  new  business,  a  3-  fo  5-year  business  plan  is  a  good  fool 
for  measuring  fhe  financial  viabilify  of  a  pracfice.  A  year  zero  is  designafed 
in  fhe  business  plan  as  fhe  initial  sfarf-up  phase  of  fhe  pracfice.  If  is  anfici- 
pafed  fhaf  wifhin  a  long-ferm  business  plan,  fhe  break-even  poinf  for  reve¬ 
nues  and  expenses  occurs  sometime  around  Year  3.  The  cafegories  of 
expenses  wifhin  a  business  plan  include  practitioner  and  supporf  personnel 
salary  cosfs  and  benefifs,  utilities,  renf,  marketing,  billing  cosfs,  software  fees 
and  reference  expenses,  capifal  equipment  and  depreciation.  Securing  com- 
pensafion  for  fhe  pracfice  of  pharmaceufical  care  requires  managers  fo  con¬ 
vince  pafienfs,  employers,  and  ofher  payers  of  fhe  value  of  fhis  pracfice. 

Ofher  healfh  care  providers  use  a  resource-based  relafive  value  scale  fo 
cafegorize  compensation  claims,  and  if  is  a  mefhod  applicable  fo  fhe  pracfice 
of  pharmaceufical  care. 

In  1992,  fhe  federal  govemmenf  adopfed  fhe  resource-based  relafive 
value  scale  (RBRVS)  mefhod  as  fhe  Medicare  physician  paymenf  sysfem.  The 
RBRVS  represenfs  a  ranking  of  services  according  fo  fhe  relafive  cosfs  of  fhe 
resources  required  fo  provide  fhe  services.  The  sysfem  has  fhree  componenfs: 
(1)  fhe  relafive  work  involved  in  providing  fhe  service,  (2)  pracfice  expenses, 
and  (3)  liabilify  insurance  cosfs.  The  sysfem  also  permifs  fhe  use  of  modifying 
factors,  such  as  geographic  differences  and  armual  increases.  A  pharmaceu¬ 
fical  care  RBRVS  sysfem  was  developed  as  parf  of  fhe  Mirmesofa  Pharma¬ 
ceufical  Care  Projecf. 

The  pharmaceufical  care  RBRVS  pafienf  complexify  schemafic  described 
in  a  1998  reference  fexf^^  was  developed  fo  accounf  for  varying  resources 
required  fo  care  for  pafienfs  wifh  increasingly  complex  drug-relafed  needs. 
In  medicine,  fhere  are  five  levels  of  pafienf  complexify  based  on  fhe  variables 
of  pafienf  hisfory  physical  exam,  and  complexify  of  decision  making. The 
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five  levels  of  pafienf  complexify  in  pharmaceufical  care  were  devised  similar 
fo  fhe  five  levels  of  pafienf  complexify  in  medicine.  The  variables  fo  describe 
a  pafienf’s  complexify  in  fhe  pracfice  of  pharmaceufical  care  include  fhe 
number  of  medical  condifions  a  pafienf  has  fhaf  require  drug  fherapy,  fhe 
number  of  acfive  medicafions  fhe  pafienf  is  consuming,  and  fhe  number  of 
drug  fherapy  problems  fhe  pafienf  is  experiencing.  A  pafienf  faking  one  or 
two  acfive  medicafions  fo  freaf  a  single  medical  condition  wifh  no  drug 
fherapy  problems  is  characferized  as  Level  1,  requiring  fhe  leasf  amounf  of 
resources  fo  meef  pharmaceufical  care  needs.  A  Level  5  pafienf  has  nine  or 
more  acfive  medicafions  for  four  or  more  medical  problems  and  four  or  more 
drug  fherapy  problems,  fhereby  requiring  fhe  greafesf  amounf  of  resources. 

The  future  of  pharmaceutical  care 

There  mighf  be  a  relationship  befween  fhe  numbers  (or  critical  mass)  of 
pharmacisfs  acfually  practicing  pharmaceufical  care  and  compensation.  In 
fandem  wifh  framing  offered  by  fhe  pharmaceufical  sociefy  and  fhe  college, 
fhe  Pharmacy  Guild  of  New  Zealand  successfully  negofiafed  govemmenf 
remuneration  for  prescription  review  services  underfaken  by  pharmacisfs. 
Approximafely  5%  of  New  Zealand’s  communify  pharmacisf  workforce 
acfively  pracfices  pharmaceufical  care.  The  number  of  pharmacisfs  acfually 
providing  pharmaceufical  care  has  been  cifed  as  a  reason  for  encouraging 
fhe  govemmenf  in  fhe  counfry  fo  fund  fhe  process.^'' 

There  has  been  exfensive  professional  discourse  on  fhe  roles  and  respon¬ 
sibilities  of  pharmacisfs.  Experiences  of  early  clinical  pharmacisfs  paved  fhe 
way  for  expanded  professional  responsibilify.  Pharmaceufical  care  emerged 
as  a  call  for  fhe  responsible  provision  of  drug  fherapy  for  achieving  definife 
oufcomes  fhaf  improve  a  pafienf’s  qualify  of  life.  The  experiences  of  phar¬ 
macisfs  seeking  fo  incorporafe  fhis  philosophy  info  everyday  pracfice  have 
led  fo  fhe  definifion  of  a  pharmaceufical  care  pracfice  as  one  in  which  fhe 
pracfifioner  fakes  responsibilify  for  all  of  a  pafienf’s  drug-relafed  needs  and 
is  held  accounfable  for  fhis  commifmenf. 

The  unique  social  need  fhaf  is  compelling  sociefy  fo  demand  pharma¬ 
ceufical  care  is  drug-relafed  morbidify  and  morfalify.  The  magnifude  of 
drug-relafed  morbidify  and  morfalify  confinues  fo  escalafe  and  a  national 
policy  debafe  on  fhis  subjecf  has  generafed  inferesf  in  fhe  causes  of  medical 
errors.  Information  and  dafa  relafed  fo  fhe  prevenfabilify  of  drug-relafed 
morbidify  and  morfalify  indicafe  fhaf  drug  misadvenfuring  need  nof  be  an 
inevifable  consequence  of  fhe  medication  use  process. 

Nef  resulfs  from  over  50  years  of  reliance  on  fhe  dispensing  fee  is  fhaf 
two  generations  of  sociefy  have  been  leff  wifh  an  indelible  image  fhaf  phar¬ 
macisfs  primarily  counf  pills  rafher  fhan  fulfilling  fhe  caring  apofhecary 
funcfions  of  previous  generations.  The  fufure  of  pharmaceufical  care 
depends  on  pharmacisfs  making  an  invesfmenf  in  providing  pharmaceufical 
care.  For  sociefy  fo  recognize  fhaf  fhere  is  a  solution  fo  fhe  healfh  care  crisis 
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of  drug-related  morbidity  and  mortality,  an  ample  number  of  pharmaceutical 
care  practices  must  exist. 

Compensation  for  pharmaceutical  care  needs  to  be  present  for  a  practice 
to  survive.  Fortunately,  new  pharmacist  compensation  developments  will 
enhance  the  effectiveness  of  pharmaceutical  care  management  systems.  The 
Medicare  Prescription,  Improvement,  and  Modernization  Act  of  2003  (Public 
Law  No.  108-173)  designates  pharmacists  as  Medicare-eligible  providers  and 
includes  coverage  of  medication  therapy  management.  In  addition,  the  pro¬ 
fession  of  pharmacy  has  been  granted  representation  on  the  American  Med¬ 
ical  Association’s  Plealth  Care  Professionals  Advisory  Committee  of  the 
CPT-Editorial  Panel  concerned  with  health  care  coding  and  reimbursement. 
The  future  of  the  profession  can  be  as  bright  as  those  pharmacists  who  are 
willing  to  maintain  their  devotion  to  helping  patients  achieve  desired  drug 
therapy  treatment  goals  while  avoiding  or  minimizing  the  adverse  conse¬ 
quences  of  medication  use. 
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Medication  errors 

In  1999,  the  Institute  of  Medicine  published  To  Err  Is  Human,  which  brought 
medical  and  consumer  attention  to  medication  errors.  The  report  stated  that 
in  the  U.S.,  at  least  44,000  and  as  many  as  98,000  people  are  killed  each  year 
as  a  result  of  medical  errors.  An  esfimafed  7,000  of  fhese  deafhs  can  be 
affribufed  fo  medication  errors. ^ 

The  discussion  of  medicafion  errors  is  nof  new.  An  1857  British  regula¬ 
tion  mandafed  fhaf  bottles  of  poisons  have  specific  colors  and  facfile  letters.^ 
For  years,  pharmacisfs  have  been  warned  fo  read  fhe  label  fhree  times  when 
dispensing  a  prescripfion:  when  removing  if  from  fhe  shelf,  when  dispensing 
if,  and  when  refurning  if  fo  fhe  shelf  or  discarding  fhe  confainer.  Nurses 
have  been  caufioned  fo  be  aware  of  fhe  five  righfs  of  medicafion  adminis- 
frafion:  fhe  right  drug  fo  fhe  right  pafienf  af  fhe  right  dose  by  fhe  right  roufe 
af  fhe  right  time.  However,  in  fhe  lasf  decade,  research  has  concenfrafed  on 
seeking  fhe  cause  and  prevention  of  medicafion  errors.  There  is  a  realization 
fhaf  fhe  roof  of  errors  is  fhe  faulf  of  sysfems  —  nof  people  —  and  fhaf 
recognifion  of  pofenfial  errors  increases  fhe  likelihood  of  developing  fools 
fo  prevenf  errors. 


Definition 

A  medicafion  error  is  any  prevenfable  evenf  fhaf  mighf  cause  or  lead  fo 
inappropriafe  use  or  pafienf  harm  while  fhe  medicafion  is  in  fhe  confrol  of 
fhe  healfh  care  professional,  pafienf,  or  consumer.  Such  evenfs  can  be  relafed 
fo  professional  practice,  healfh  care  producfs,  procedures,  and  sysfems,  such 
as  prescribing;  order  communicafion;  producf  labeling,  packaging  and 
nomenclafure;  compounding;  dispensing;  disfribufion;  adminisfrafion;  edu- 
cafion;  moniforing;  and  use.^  A  near  miss  is  an  error  caughf  before  admin- 
isfering  medicafion  fo  fhe  pafienf.  Each  of  fhe  phases  of  fhe  medicafion  use 
sysfem  presenfs  ifs  own  challenges  for  prevention  of  errors.  Table  16.1  pre- 
senfs  examples  of  medicafion  errors. 

Why  medication  errors  occur 

Medicafion  errors  occur  primarily  because  of  fwo  reasons:  lack  of  knowl¬ 
edge  or  lapse  in  performance.  In  eifher  case,  if  safefy  sysfems  are  nof  in 
place  fo  prevenf  fhe  error  from  going  forward,  an  error  can  resulf.  The 
more  safefy  sysfems  are  in  place,  fhe  greafer  fhe  chance  of  fhe  error  being 
frapped  before  if  gefs  fo  fhe  pafienf.  Leape  and  colleagues  idenfified  a 
number  of  proximal  causes  of  medicafion  errors  in  fheir  sfudy  of  causes 
of  adverse  drug  evenfs  (Table  16.2).'^ 
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Table  16.1  Examples  of  Medication  Errors 

•  Wrong  drug 

•  Wrong  patient 

•  Wrong  dose 

•  Wrong  route 

•  Wrong  rate  of  infusion 

•  Wrong  dosage  form 

•  Wrong  date 

•  Wrong  time 

•  Dose  administered  outside  parameters 

•  Patient  has  stated  allergy  to  the  drug 

•  Drug  not  ordered 

•  Extra  dose 

•  Omission  of  a  dose 

•  Expired  drug 

•  Contraindicated  drug 


Table  16.2  Causes  of  Medicafion  Errors 

•  Lack  of  knowledge  of  fhe  drug 

•  Lack  of  information  about  the  patient 

•  Violation  of  rules 

•  Slips  and  memory  lapses 

•  Transcription  errors 

•  Faulty  identity  checking 

•  Faulty  interaction  with  other  services 

•  Faulty  dose  checking 

•  Infusion  pump  and  parenteral  delivery  problems 

•  Inadequate  monitoring 

•  Drug  stocking  and  delivery  problems 

•  Preparation  errors 

•  Lack  of  sfandardization 


Source:  From  Leape  LL.  In  Cohen  MR,  Ed.,  Medication  Errors, 

Jones  and  Bartlett,  Sudbury,  MA,  1999. 

Human  factors  of  errors 

Human  factors  involve  the  study  of  interrelationships  among  humans,  the 
tools  they  use,  and  the  environment  in  which  they  live  and  work.®  Aviation 
and  nuclear  power  industries  have  realized  for  years  that  humans  make 
errors  and  systems  must  be  designed  to  minimize  human  consequences.  The 
health  care  industry  has  been  slow  to  recognize  these  human  factors.  Envi¬ 
ronmental  and  other  human  factors  influence  how  and  when  errors  are  likely 
to  occur. 

Reason  divides  errors  into  two  general  types:  (1)  slips,  which  involve 
errors  in  mechanical  issues;  and  (2)  mistakes,  which  involve  errors  in 
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problem  solving.^  A  slip  is  an  unintentional  departure  from  an  otherwise 
adequate  plan  of  acfion.  If  is  an  unconscious  glifch.  Sfress,  inferrupfion, 
and  fafigue  can  lead  fo  a  slip.  Generally,  a  slip  occurs  when  an  individual 
knows  whaf  fo  do  buf  performs  fhe  fask  incorrecfly.  A  misfake  is  an  error 
made  in  solving  a  problem  and  involves  an  inadequafe  plan  of  acfion. 
Generally,  a  misfake  occurs  when  decisions  are  based  on  inadequafe  infor- 
mafion  or  a  lack  of  knowledge.  As  wifh  slips,  misfakes  can  resulf  from 
exfemal  facfors. 

Gomplex  sysfems  such  as  fhe  medicafion  use  sysfem  creafe  an  environ- 
menf  fhaf  allows  fhese  errors  fo  occur.  Slips  or  misfakes  can  apply  fo  any  of 
fhe  sfeps  in  fhe  medicafion  use  sysfem.  The  volume  of  exisfing  and  new 
medications,  fherapies,  and  nuances  used  in  medical  pracfices  is  overwhelm¬ 
ing.  Sysfems  fhaf  prevenf  fhe  need  fo  depend  on  memory  improve  medica¬ 
fion  safefy. 


Types  of  medication  errors 

Omission  errors,  incorrecf  doses,  and  prescribing  errors  were  fhe  fop  fhree 
causes  of  medicafion  errors  reporfed  by  healfh  sysfems  in  2002.^  The  Joinf 
Gommission  on  Accredifafion  of  Healfhcare  Organizafions  (JGAHO)  fracks 
sentinel  evenfs  submitted  fo  if  by  accredifed  heafhcare  facilifies.  A  senfinel 
evenf  is  an  unexpecfed  occurrence  involving  deafh  or  serious  physical  or 
psychological  injury,  or  fhe  risk  fhereof.®  Table  16.3  lisfs  fhe  roof  causes  of 
medicafion  errors  reporfed  by  JGAHO-accredifed  organizafions.® 


How  errors  are  detected 

Some  errors  are  defecfed  by  fhe  persons  who  make  fhe  errors  and  ofhers  by 
chance  observation.  However,  many  errors  are  nof  identified  because  fhere 
is  no  reliable  mefhod  for  defecfing  fhem.  Errors  are  generally  defecfed  by 


Table  16.3  Causes  of  Medication  Errors 


Issue 

%  of  Errors 

Orientation  and  training 

60 

Communication 

56 

Availability  of  information 

26 

Standardization 

23 

Storage  and  access 

21 

Competence  and  credentialing 

21 

Supervision 

18 

Staffing  levels 

18 

Labeling 

17 

Distraction 

13 

Source:  From  JCAHO  Comprehensive  Accreditation  Manual  for  Hos¬ 
pitals:  The  Official  Handbook,  Update  4,  November  2000,  GL-22. 
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voluntary  reporting,  direct  observation,  or  through  pharmacy  procedures, 
such  as  those  that  identify  missing  or  unadministered  doses. 

Voluntary  reports  are  usually  made  by  the  person  who  detects  the  error. 
In  many  organizations,  individuals  are  afraid  fo  reporf  errors,  because  fhere 
is  fear  fhaf  fhey  mighf  be  associafed  wifh  disciplinary  actions.  An  anonymous 
reporfing  program  may  promofe  better  error  reporfing. 

Direcf  observafion  of  medicafion  adminisfrafion  is  somefimes  called  a 
med  pass  observafion.  This  mefhod  allows  review  of  fhe  entire  adminisfra¬ 
fion  process  and  is  likely  fo  resulf  in  a  greafer  number  of  error  reporfs, 
because  a  separafe  individual  can  direcf ly  observe  errors. 

Pharmacy  procedures  can  identify  some  errors.  Requesfs  for  missing 
doses  or  evaluation  of  refurned  (unadminisfered)  doses  could  identify  breaks 
in  fhe  sysfem  fhaf  mighf  have  caused  errors. 

Issues  of  culture 

Some  organizations  respond  fo  errors  by  punishing  fhe  individuals  involved 
in  fhe  errors.  However,  punitive  mefhods  presenf  a  number  of  negative 
issues: 


•  Do  little  fo  prevenf  reoccurrence  of  error 

•  Mighf  ignore  significanf  roof  causes  of  fhe  error 

•  Mighf  hold  fhe  wrong  person  responsible 

•  Are  difficulf  fo  apply  fairly 

•  Expose  fhe  organizafion  fo  risk  if  needed  sysfem  improvemenfs  are 
nof  made 


A  proactive  approach  for  medicafion  safefy  promofes  a  nonpunifive  culfure, 
wherein  errors  and  near  misses  can  be  reporfed  and  safefy  improved.  Prac- 
fifioners  need  fo  be  assured  by  fheir  organizafion  fhaf  reporfing  errors  is 
encouraged,  individuals  will  nof  be  punished  for  sysfem  failures,  and 
improvemenfs  will  be  made  fo  prevenf  fufure  errors. 


The  medication  use  system 

The  medicafion  use  sysfem  can  be  divided  info  five  areas:  selecfing,  ordering, 
dispensing,  adminisfering  and  monitoring.  Error  pofenfial  is  prevalenf  in 
each  area.  Some  causes  of  errors  franscend  segmenfs  of  fhe  medicafion  use 
sysfem  and  occur  in  fwo  or  more  phases.  In  particular,  violations  of  rules 
and  slips,  or  memory  lapses,  are  seen  in  each  of  fhe  five  areas  of  fhe  medi¬ 
cafion  use  sysfem. 

Sysfems  fhaf  are  well  fhoughf  ouf  include  clear  policies  and  procedures 
fo  guide  pracfifioners.  Deliberafe  violafions  of  fhese  guidelines  can  lead  fo 
errors.  Pharmacisfs  can  prevenf  errors  and  increase  pafienf  safefy  by  using 
safe  practices. 
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Errors  involving  selecting  medications 

The  formulary  process  encompasses  the  objective  evaluation,  selection,  and 
use  of  medicinal  agents  in  the  facilityd°  Most  systems  have  a  formal  approval 
process,  by  which  pharmacists,  physicians,  and  other  health  care  and  admin¬ 
istrative  practitioners  evaluate  medications  for  admission  to  a  system’s  for¬ 
mulary.  Recently,  it  has  been  identified  that  safety  issues  need  to  be  included 
in  this  review.  Important  characteristics  inciude^^ 

•  Recognition  of  look-alike  and  sound-alike  medications,  such  as 
dopamine  and  dobutamine,  morphine  and  hydromorphone,  or  Lan- 
tus  and  lente  insulins 

•  Limiting  use  of  abbreviations  and  symbols,  such  as  using  u  for  unit, 
or  chemical  abbreviations  such  as  MSO4  and  MgS04 

•  Poor  packaging,  such  as  single-  and  multiple-dose  vials  that  look 
alike 

•  Poor  or  absent  labeling  and  confusing  dosing,  such  as  fosphenytoin 

•  Multiple  salts,  such  as  calcium  and  phosphate 

In  some  cases,  the  offending  drug  or  package  type  must  be  added  to 
the  formulary  if  no  alternative  exists.  In  that  case,  education,  use  of 
auxiliary  labels,  and  other  safety  steps  must  be  added  to  enhance  patient 
safety. 

Lack  of  patient  information 

Sometimes,  medications  are  selected  for  patient  use  without  the  complete 
knowledge  of  important  patient  parameters.  Important  characteristics 
include: 

•  Age  of  the  patient 

•  Comorbid  conditions 

•  Knowledge  of  allergy  status 

•  Ability  to  administer  medications  properly 

Standardization  of  medications  can  be  an  effective  method  to  reduce  errors. 
High-risk  medications  can  often  be  standardized  to  minimize  confusion, 
streamline  ordering,  and  allow  preprinted  rate  charts  to  be  available  to  staff. 
Insulin,  heparin,  cardiovascular  agent  infusions,  and  other  high-risk  medi¬ 
cations  lend  themselves  to  this  safety  step. 

Errors  involving  ordering  medications 

Most  orders  and  prescriptions  are  transmitted  via  verbal  and  written 
requests.  Though  automation  of  prescribing  is  increasing  dramatically,  man¬ 
ual  methods  are  still  prevalent. 
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Automation  introduces  its  own  set  of  challenges.  Dispensing  accuracy 
can  be  increased  by  using  a  series  of  aufomafed  sfeps,  such  as  machine-read- 
able  coding  (bar  codes).  Automation  can  infroduce  redundancies  in  a  sysfem, 
which  exceed  human  abilify  fo  be  accurafe.  However,  blind  accepfance  of 
medicafions  provided  fhrough  aufomafed  sysfems  violafes  a  basic  safefy 
sfep.  Medicafions  ordered,  dispensed,  and  adminisfered  fhrough  aufomafed 
sysfems  still  require  safefy  sfeps  fo  assure  fhaf  fhe  process  is  infacf  and  fhaf 
fhe  medication  is  correcf. 

Verbal  orders 

Verbal  orders  are  oral  communications  befween  senders  and  receivers  in 
person  or  by  felephone  or  ofher  similar  devices.  The  National  Coordinating 
Council  for  Medicafion  Error  Reporting  and  Prevenfion  (NCC  MERP)  devel¬ 
oped  recommendafions  fo  reduce  errors  relafed  fo  verbal  orders.  Table  16.4 
nofes  fhe  elemenfs  fhaf  should  be  included  in  a  verbal  order.  Table  16.5 
ouflines  NCC  MERP’s  additional  recommendations.^^ 

Abbreviations  and  dose  expressions  cause  medicafion  errors.  The  hand¬ 
written  or  prinfed  u  intended  fo  abbreviate  unit  can  easily  be  misinterpreted 
as  a  zero,  causing  a  10-fold  overdose.  Decimal  poinfs  can  be  difficulf  fo  read 
on  prescripfions  or  orders,  causing  a  10-fold  dose  error.  Decimals  less  fhan 
1  should  always  be  preceded  by  a  zero  (use  0.2,  nof  .2)  and  a  whole  number 
should  nof  be  followed  by  a  zero  (use  2,  nof  2.0).  The  Insfifufe  for  Safe 
Medicafion  Pracfices  (ISMP)  has  addifional  recommendafions  on  abbrevia- 
fions  and  dose  expressions  (Table  16.6)P 

Errors  involving  dispensing  medications 

Pharmadsfs  are  mosf  cognizanf  of  avoiding  dispensing  errors.  Dispensing 
errors  can  be  fraced  fo  a  number  of  sysfem  failure  poinfs,  including  com- 

Table  16.4  Verbal  Order  Elements 

•  Age  and  weight,  when  appropriate 

•  Drug  name 

•  Dosage  form 

•  Exact  strength  or  concentration 

•  Dose,  frequency,  and  route 

•  Quantity  or  duration,  or  both 

•  Purpose  or  indication,  unless  disclosure  is  considered  inappropriate 
by  the  prescriber 

•  Specific  instructions  for  use 

•  Name  and  telephone  number  of  prescriber 

•  Name  of  individual  transmitting  the  order,  if  different  from  the  pre¬ 
scriber 


Source:  From  NCC  MERP  council  recommendations  to  reduce  medication  errors 
associated  with  verbal  medication  orders  and  prescriptions,  adopted  February 
20,  2001. 
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Table  16.5  Reducing  Errors  Associated  with  Verbal  Orders  and  Prescriptions 

•  Verbal  orders  should  be  limited  to  urgent  situations. 

•  Organizations  should  establish  policies  and  practices  that  promote  safe  order 
writing. 

•  Leaders  should  promote  a  culture  to  encourage  staff  fo  question  unclear  or 
pofenfially  unsafe  verbal  orders. 

•  Verbal  orders  for  antineoplastic  agents  should  not  be  permitted. 

•  The  content  of  verbal  orders  should  be  clearly  communicated. 

•  The  name  of  the  drug  should  be  confirmed  by  spelling,  providing  both  the 
brand  and  generic  name  as  well  as  the  indication  for  use 

•  Numbers  should  be  dictated  with  clarity,  e.g.,  “fifty  milligrams  . . .  five  zero 

milligrams”  to  avoid  confusion  between  50  and  15. 

•  Instructions  should  be  provided  without  abbreviations,  e.g.,  “take  one  tablet 

three  times  daily”  rather  than  “1  tid.” 

•  The  verbal  order  should  be  repeated. 

•  All  verbal  orders  should  be  immediately  reduced  to  writing  and  signed  by  the 
individual  receiving  the  order. 

•  Verbal  orders  should  be  documented  in  the  patient’s  medical  record,  reviewed, 
and  countersigned  by  the  prescriber  as  soon  as  possible. 

Source:  From  NCC  MERP  council  recommendations  to  reduce  medication  errors  associated 
with  verbal  medication  orders  and  prescriptions,  adopted  February  20,  2001. 


Table  16.6  Dangerous  Abbreviations 


Abbreviation/ 
Dose  Expression 

Intended  Meaning 

Misinterpretation 

Correction 

Apothecary 

Dram 

Can  be  read  as  3 

Use  only  the 

symbols 

Minim 

or  ml 

metric  system 

U 

Unit 

Read  as  a  zero, 
causing  a  1 0-fold 
overdose 

CPZ 

Compazine 

(prochlorperazine) 

Chlorpromazine 

Use  the 
complete 
spelling  for 
drug  names 

MgS04 

Magnesium  sulfate 

Morphine  sulfate 

MSO4 

Morphine  sulfate 

Magnesium 

sulfate 

Nitro  drip 

Nitroglycerin  infusions 

Sodium 

nitroprusside 

infusion 

TIW 

Three  times  a  week 

Three  times  a  day 

q.d. 

Every  day 

Eour  times  a  day 

SC 

Subcutaneous 

Sublingual 

Source:  Adapted  from  ISMP,  Special  issue:  Do  not  use  these  dangerous  abbreviations  or  dose 
designations.  Available  at  www.ismp.org/msarticles/dangerousabbrev.htm. 
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pounding,  miscalculations,  poor  label  printing,  workload,  distractions,  inad¬ 
equate  references,  labeling,  and  faulty  dose-checking.  The  USP  outlines  rec¬ 
ommendations  for  pharmacisfs  fo  improve  dispensing  medicafion  safefy 
(Table  16.7)}^ 

Errors  involving  administering  medications 

In  hospifalized  pafienfs,  generally  fhe  nursing  sfaff  is  responsible  for 
adminisfering  medicafions.  However,  many  ofher  healfh  professionals, 
including  physicians,  denfisfs,  podiafrisfs,  pharmacisfs,  respiratory  fhera- 
pisfs,  radiology  fechnologisfs,  paramedics,  perfusionisfs,  physical  fherapisfs, 
and  pafienfs,  administer  medicafions  in  insfifufions.  In  fhe  ambulatory  sel¬ 
ling,  fhe  pafienf  or  a  caregiver  generally  adminisfers  medicafions.  A  com¬ 
prehensive  program  promoting  medicafion  safefy  should  include  all  disci¬ 
plines  fhaf  administer  medicafions.  In  all  cases,  fhe  individuals  who 
administer  medicafions  need  fo  be  knowledgeable  abouf:i® 

•  Indication  for  use  of  fhe  medicafion 

•  Precaufions  and  confraindicafions 

•  Expecfed  oufcome  from  fhe  medicafion 

•  Potential  adverse  drug  reactions  (ADRs)  and  inferacfions  wifh  food 
or  ofher  medicafions 

•  Whaf  action  fo  fake  if  an  ADR  or  inferacfion  occurs 

•  Storage  requiremenfs 

Adminisfrafion  errors  can  also  occur  wifh  devices  used  fo  adminisfer  and 
monifor  medicafions.  Mefered-dose  inhalers,  nebulizers,  infusion  pumps. 

Table  16.7  Improving  Dispensing  Safety 

•  Prescriptions  and  orders  should  always  be  reviewed  by  a  pharmacist  before 
dispensing.  Any  orders  that  are  incomplete,  illegible,  or  of  any  other  concern 
should  be  clarified  using  established  processes  for  resolving  questions. 

•  Patient  profiles  should  be  current  and  contain  adequate  information. 

•  The  dispensing  area  should  be  designed  to  prevent  errors.  Environmental  con¬ 
ditions  (lighting,  temperature,  noise  level,  ergonomic  fixtures),  minimization  of 
distractions,  clutter  and  sufficient  resources  must  be  considered. 

•  Inventory  should  be  arranged  to  help  differentiate  medications  from  one  another. 

•  A  series  of  checks  should  be  established  to  assess  the  accuracy  of  the  dispensing 
process  before  the  providing  medication  to  the  patient.  Whenever  possible,  an 
independent  check  by  a  second  individual  should  be  done. 

•  Labels  should  be  read  three  times  —  when  selecting  the  product,  when  packaging 
the  product,  and  when  returning  the  product  to  the  shelf. 

•  Patients  should  be  counseled. 

•  Pharmacist  should  collect  data  regarding  potential  and  actual  errors  for  contin¬ 
uous  quality  improvement. 

Source:  From  USP  Qual.  Rev.,  June  1999,  No.  67.  With  permission. 
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PCA  devices,  blood  glucose  monitors,  and  other  devices  must  be  working 
properly  and  used  correctly  for  safe  medication  use. 

Errors  involving  monitoring  medications 

A  pafienf  should  be  monifored  for  each  medicafion  used.  Nurses  or  ofher 
pracfifioners  adminisfering  medications  fo  hospifalized  pafienfs,  and 
pafienfs  or  caregivers  for  ambulafory  pafienfs,  need  fo  be  aware  of  basic 
medicafion  safefy  relafed  fo  fheir  fherapy.  Pafienf  counseling  should 
include: 

•  Name  of  fhe  medicafion 

•  Whaf  effecfs  fo  expecf 

•  Direcfions  for  use 

•  Precautions  (side  effecfs,  confraindicafions) 

•  How  fo  store  fhe  medicafion 

Table  16.8  presenfs  some  additional  moniforing  fips.^^ 

Branches  dealing  wifh  special  populations,  such  as  pediafrics  and  oncol¬ 
ogy,  require  addifional  vigilance  fo  promofe  moniforing  for  pafienf  safefy. 
Many  of  fhe  producfs  for  such  populafions  have  narrow  fherapeufic  indices. 
Small  changes  in  dosage  can  resulf  in  disasfrous  effecfs.  Addifional  checks 
of  fhese  agenfs  should  be  builf  info  fhe  medicafion  use  sysfem. 

Error  poinfs  can  occur  fhroughouf  fhe  medicafion  use  sysfem.  As  sys- 
fems  and  fechnology  evolve,  pharmacisfs  musf  adapf  new  mefhods  fo  pro¬ 
mofe  medicafion  safefy.  For  example,  potential  medicafion  errors  mighf 
evolve,  depending  on  fhe  sophisficafion  of  fhe  medicafion  sysfem  used  and 
fhe  pafienf’s  level  of  care  (Table  16.9). 

Emphasis  on  patient  safety 

Accrediting  organizafions  emphasize  pafienf  safefy  as  a  fundamenfal  issue. 
The  federal  Cenfers  for  Medicare  and  Medicaid  Services  includes  moniforing 
of  medicafion  errors  as  parf  of  fheir  condifions  of  parficipafion,  nofing  fhaf 
“fhe  medical  sfaff  is  responsible  for  developing  policies  and  procedures  fhaf 
minimize  drug  errors.  This  funcfion  may  be  delegafed  fo  fhe  hospifal’s 


Table  16.8  Checklist  for  Monitoring  Medications 

•  Monitor  patients  on  medications  with  narrow  therapeutic  range. 

•  Review  all  serum  drug  levels  reported  and  intervene  as  appropriate. 

•  Monitor  and  report  all  drug  misadventures  (ADRs  and  medication  errors). 

•  Establish  protocols  and  guidelines  for  use  with  critical  or  problem-prone 
medications. 

Source:  From  Breland  BD.  Hasp.  Pharm.  Rep.,  August  2000:  56-65. 
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Table  16.9  Potential  Medication  Errors 


Phase  of  the 
Medication  Use 
System 

Bed  Patient  in  an  Institution 

Ambulatory  Patient 

Selecting 

Poor  formulary  system 

Lack  of  knowledge  when 
self-selecting  medication 

Ordering 

Wrong  drug  selected  from 
computerized  prescriber 
order  entry  system 

Physician  prescribed  new 
medication  with 
contraindication 

Dispensing 

Look-alike  medication 
dispensed  in  error 

Illegible  prescription 

Administering 

Medication  administered  to 
the  wrong  patient 

Dose  omitted 

Monitoring 

Laboratory  results  not 
communicated  in  a  timely 
manner 

Poorly  calibrated  blood 
sugar  monitoring  device 

organized  pharmaceutical  service.”^^  Facilities  must  demonstrate  during  sur¬ 
veys  that  their  medication  safety  program  is  functioning  and  appropriate. 

The  JCAHO  has  a  major  focus  on  patient  safety,  including  medication 
safety  As  facilities  report  internal  sentinel  events  to  JCAHO,  they  are 
reviewed  and  analyzed.  JCAHO  has  issued  a  number  of  sentinel  event  alerts, 
notifying  health  care  organizations  and  consumers  to  specific  safety  issues 
and  practice  recommendations  to  improve  them.  Several  have  addressed 
medication  issues  such  as  potassium  chloride  and  other  concentrated  elec¬ 
trolytes,  insulin,  heparin,  injectable  opiates  and  narcotics,  infusion  pumps, 
and  look-  and  sound-alike  medications  and  abbreviations.  Table  16.10  sum¬ 
marizes  the  recommendations  for  these  sentinel  event  alerts. 

The  JCAHO  armually  publishes  six  national  patient  safety  goals  and 
surveys  the  accredited  organizations  related  to  them.  The  initial  six  goals 
include  several  medication-related  safety  improvements:^^ 

•  Improve  the  accuracy  of  patient  identification,  such  as  using  at  least 
two  patient  identifiers  (neither  to  be  the  patient’s  room  number) 
whenever  administering  medications. 

•  Improve  the  effectiveness  of  communication  among  caregivers,  such 
as  implementing  a  process  for  taking  verbal  or  telephone  orders  that 
require  a  verification  read-back  of  the  complete  order  by  the  person 
receiving  the  order. 

•  Standardize  the  abbreviations,  acronyms,  and  symbols  used  through¬ 
out  the  organization,  including  a  list  of  abbreviations,  acronyms,  and 
symbols  not  to  use. 

•  Improve  the  safety  of  using  high-alert  medications,  such  as  removing 
concentrated  electrolytes  (including,  but  not  limited  to,  potassium 
chloride,  potassium  phosphate,  sodium  chloride  >0.9%)  from  patient 
care  units. 
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Table  6.10  Medication-Related  JCAHO  Sentinel  Event  Alerts 


Topic 

Recommendations 

Reference 

Potassium  chloride 

•  Keep  concentrated  potassium  chlo¬ 
ride  in  the  pharmacy  only 

18 

High-risk  drug:  insulin 

•  Double  check 

•  Store  separately  from  heparin 

•  Spell  out  unit 

•  Establish  independent  check  system 
for  pump  rafes  and  concentration 
settings 

19 

High-risk  drugs:  opiates 
and  narcotics 

•  Limit  floor-stock  availability,  double 
check  patient-controlled  analgesia 
(PCA)  pumps 

•  Remove  from  floor  stock 

High-risk  drug: 
concentrated  potassium 

•  Use  premixed  solutions  or  prepare 
drug  in  pharmacy 

•  Standardize  and  limit  drug 
concentrations 

High-risk  drug:  heparin 

•  Use  only  single-dose  containers 

•  Standardize  concentration  and  use 
premixed  solutions 

•  Store  separately  from  insulin 

High-risk  drug:  Sodium 
chloride  >0.9% 

•  Remove  from  floor  stock 

•  Sfandardize  and  limif  concentration 

•  Double  check 

Infusion  pumps 

•  Eliminate  pumps  that  allow  free  flow*' 

20 

Look-  and  sound-alike 
medications 

•  Do  nof  store  problem  medications 
alphabetically  by  name 

•  Place  the  purpose  of  fhe  medication 
on  the  prescription 

•  Establish  a  safe  policy  and  practice  for 
verbal  orders 

•  Use  both  the  generic  and  brand  name 
of  fhe  drug 

•  Provide  patients  with  written  infor¬ 
mation  about  their  medications 

21 

Abbreviations 

•  Develop  a  list  of  unaccepfable 
abbreviations  and  ensure  that  they  are 
not  used 

•  Develop  a  procedure  to  verify  orders 
containing  an  unacceptable 
abbreviation 

22 

“  Free  flow  occurs  when  the  solutions  are  under  the  force  of  gravity,  and  not  controlled  by 
the  pump.  This  can  occur  in  some  pumps  when  the  set  is  removed  from  the  pump  without 
performing  some  other  function,  such  as  engaging  a  clamp. 
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•  Standardize  and  limit  the  number  of  drug  concentrations  available 
in  the  organization. 

•  Improve  the  safety  of  using  infusion  pumps,  such  as  ensuring 
free-flow  profecfion  on  all  general-use  and  pafienf-confrolled  anal¬ 
gesia  (PCA)  infravenous  infusion  pumps  used  in  fhe  organization. 

Analyzing  errors 

Several  mefhods  of  analyzing  medication  errors  exisf .  Two  common  mefhods 
are  roof  cause  analysis  and  failure  mode  and  effecfs  analysis. 

Root  cause  analysis 

A  roof  cause  analysis  is  an  examinafion  of  an  error  affer  if  occurred,  fo  defecf 
whaf  wenf  wrong  fo  cause  fhe  misfake.  The  error  is  dissecfed  and  an  affempf 
made  fo  improve  sifuafions  wherein  problems  occurred.  A  multidisciplinary 
review  of  an  error  offen  idenfifies  issues  missed  by  one  person  or  a  group 
from  fhe  same  deparfmenf. 

Failure  mode  and  effects  analysis 

A  failure  mode  and  effecfs  analysis  (also  known  as  failure  mode  and  crifi- 
calify  analysis)  examines  a  high-risk  process  in  advance  of  an  error  fo  defecf 
pofenfial  problems.  The  problems  can  fhen  be  fixed  before  an  error  occurs. 
If  is  used  fo  discover  fhe  pofenfial  risk  in  a  producf  or  sysfem.  If  involves 
examining  a  producf  or  sysfem  fo  identify  all  fhe  ways  in  which  if  mighf 
fail  and  allows  for  a  proacfive  approach  fo  fixing  problems  before  fhey  occur. 

Alfhough  fhe  roof  causes  of  medication  errors  are  fhoughf  fo  be  sysfem 
errors,  fhere  are  some  unforfunafe  sifuafions  wherein  infenfionally  unsafe 
acfs  cause  an  error.  Nof  all  misadvenfures  are  errors.  Infenfionally  unsafe 
acfs  are  any  evenfs  fhaf  resulf  from  a  criminal  acf,  a  purposefully  unsafe  acf, 
an  acf  relafed  fo  alcohol  or  subsfance  abuse  by  an  impaired  provider,  or 
evenfs  involving  alleged  or  suspecfed  pafienf  abuse  of  any  kind.^'^  Alfhough 
errors  fhaf  resulf  from  such  acfs  should  be  reporfed  fhrough  existing  medi¬ 
cation  error  reporting  sysfems,  fhese  egregious  acfs  are  also  appropriafely 
deal!  wifh  fhrough  an  organization’s  disciplinary  policies. 

Measuring  errors 

The  NCC  MERP  medicafion  error  index  classifies  errors  according  fo  fhe 
severify  of  pafienf  oufcome.  Near  misses  are  also  classified  as  pofenfial  errors 
fhaf  deserve  a  sysfem-wide  approach  fo  improvemenf.  Figure  16.1  shows 
fhe  NCC  MERP  risk  levels.^®  Some  organizations  cafegorize  errors  from  NCC 
MERP  risk  levels  A  and  B  as  near  misses.  Pracfifioners  are  offen  more  likely 
fo  reporf  fhese  because  fhese  are  errors  caughf  before  reaching  fhe  pafienf. 
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Figure  16.1  NCC  MERP  index  for  categorizing  medication  errors.  (From  www.nccmerp.org.) 
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Practitioners  and  consumers  often  want  to  know  the  acceptable  medi¬ 
cation  error  rate.  There  is  no  benchmark.  A  zero  error  rate  is  desired,  but 
unattainable  because  of  human  factors.  If  organizafions  can  defermine  mea¬ 
suring  poinfs  and  consisfenfly  follow  fhem,  if  mighf  be  possible  fo  defermine 
an  infernal  benchmark  fo  be  used  for  qualify  improvemenf  purposes.  How¬ 
ever,  because  fhe  paramefers  of  fhe  measuremenf  are  unlikely  fo  be  dupli¬ 
cated  elsewhere,  use  of  fhe  number  for  exfemal  comparisons  is  nof  valid. 


Reporting  systems 

The  Medicafion  Error  Reporting  Program  (MERP)  is  a  volunfary  program 
administered  by  fhe  U.S.  Pharmacopeia  (USP)  in  conjuncfion  wifh  fhe  ISMP. 
This  confidenfial  reporfing  sysfem  improves  pafienf  safefy  by  alerfing  prac- 
fifioners  and  fhe  indusfry  fo  pofenfial  or  acfual  problems.  Practitioners  are 
asked  fo  reporf  errors  and  near  misses  fo  fhis  program  so  fhaf  ofhers  learn 
from  errors  and  prevenf  similar  errors  in  fhe  fufure. 

How  to  respond  to  an  error 

Organizations  need  fo  esfablish  a  policy  fo  follow  when  a  medicafion  error 
occurs.  Alfhough  pharmacisfs  sfrive  for  100%  accuracy,  human  failures  do 
nof  allow  fhaf  level  of  accuracy.  Misfakes  will  happen,  and  need  fo  be  dealf 
wifh  appropriately  and  professionally.  Table  16.11  ouflines  suggestions  for 
dealing  wifh  a  medicafion  error. 


Pharmacists  role  to  improve  medication  safety 

A  confinuous  process  of  accessing  medicafion  safefy  should  be  a  parf  of 
every  pharmacisf ’s  posifion.  Improvemenfs  will  be  possible,  based  on  assess- 
menf  of  pasf  errors  and  near  misses,  improvemenfs  in  fechnology,  and 

Table  16.11  Dealing  with  a  Medication  Error 

•  Be  aware  of,  and  follow,  your  organization’s  policy  concerning  errors. 

•  Take  seriously  all  comments  and  questions  that  hint  of  an  error. 

•  Be  honest  with  patients  and  treat  them  with  respect  and  concern. 

•  Minimize  any  potential  ill  effects  for  the  patient.  Give  the  patient  your  imme¬ 
diate  attention. 

•  Move  to  a  private  area,  and  get  details  of  the  situation. 

•  Check  the  original  prescription  or  order  as  well  as  computerized  records. 

•  Contact  the  prescriber,  explain  the  situation,  and  discuss  the  best  course  of 
action. 

•  Explain  the  error  to  the  patient,  without  excuses.  Correct  the  mistake,  and,  if 
possible,  retrieve  the  incorrect  prescription. 

•  Document  the  occurrence  and  your  actions.  Know  the  terms  of  your  malprac¬ 
tice  insurance. 


Source:  From  Palacioz  K.  Pharm.  Lett.  2001;  17(170601). 
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sophistication  of  error-prevention  techniques.  There  should  be  an  attempt 
to  minimize  calculations,  reliance  on  memory,  urmecessary  steps,  and  tran¬ 
scriptions. 

Continuous  improvement  techniques  should  include: 

•  Double-checking  all  processes 

•  Assuring  competence 

•  Assuring  complete  patient  data 

•  Standardizing  orders  and  products  when  appropriate 

•  Automating  processes 

Lee  developed  a  set  of  principles  of  a  fail-safe  medication  use  sysfem  sfriving 
for  a  sysfem  fhaf  is  pafienf  cenfered,  based  on  respecf  for  ofhers,  and  requires 
an  accepfance  of  responsibilify  and  a  collaboration  of  inferesfs.^^ 

These  principles  sef  fhe  fone  for  characferisfics  of  a  fail-safe  medication 
use  sysfem  fhaf: 

•  Is  seamless 

•  Operafes  wifh  fhe  principle  of  logical  process  flow 

•  Makes  proper  use  of  all  resources  af  each  function  and  logical  falenf 

•  Includes  all  drugs 

•  Is  fhe  same  af  all  sifes 

•  Reflecfs  consisfenf  pharmacy  practice 

•  Ensures  fhaf  all  necessary  information  is  provided  fo  all  professionals 
responsible  for  pafienf  care 

•  Is  secure 

•  Is  time  sensitive 

•  Ensures  sfricf  accounfabilify 

•  Is  fail-safe 

Pharmacisfs  in  healfh  care  sysfems  are  key  fo  coordinafing  an  effective  med- 
icafion  safefy  program.  An  awareness  of  pafienf  safefy  and  collaborafion 
among  healfh  professionals  will  improve  medication  safefy  for  pafienfs. 
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Introduction 

The  pracfice  of  pharmacy  is  confinuing  fo  undergo  a  paradigm  shiff  from  a 
dispensing-focused  fo  a  pafienf-care-focused  profession.  Wifh  fhe  advances 
in  fechnology  and  fhe  increased  supply  of  pharmacy  technicians,  pharma¬ 
cisfs  have  more  fime  fo  provide  clinical  services.  One  area  in  which  phar¬ 
macisfs  have  seized  fhe  opporfunify  fo  become  involved  in  pafienf  care  is 
disease  managemenf. 
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Definition  of  disease  management 

In  its  current  understanding,  the  term  disease  management  (DM)  was  first 
given  broad  exposure  in  a  1993  report  by  the  Boston  Consulting  Group.i 
Since  then,  the  term  has  taken  on  various  definitions  in  different  practice 
settings,  such  as  managed  care  organizations  (MCOs),  the  pharmaceutical 
industry,  and  academia.  Within  MCOs,  DM  has  been  described  as  involving 
“aspects  of  case  and  oufcomes  managemenf,  buf  fhe  approach  focuses  on 
specific  diseases,  looking  af  whaf  creafes  fhe  cosfs,  whaf  freafmenf  plan 
works,  educating  pafienfs  and  providers,  and  coordinafing  care  af  all  levels: 
hospifal,  pharmacy,  physician,  efc.”^  The  ferm  care  management  is  sometimes 
used  inferchangeably  wifh  DM,  especially  when  referring  fo  fhe  manage¬ 
menf  of  condifions  rafher  fhan  diseases  (e.g.,  pain). 

The  Disease  Managemenf  Associafion  of  America  (DMAA)  defines  DM 
as  “a  sysfem  of  coordinafed  healfh  care  infervenfions  and  communications 
for  populafions  wifh  condifions  in  which  pafienf  self-care  efforfs  are  signif- 
icanf.”^  DM  has  also  been  defined  as  a  “sysfemafic  managemenf  fool  applied 
fo  specific  diseases  wifh  an  emphasis  on  prevenfion  and  'besf  pracf ices’  fo 
provide  high  qualify  care  af  a  reasonable  cosf  wifh  an  ongoing  process  of 
monitoring  and  confinuous  improvemenf.’’'^  In  general,  organizations  eifher 
choose  fo  develop  and  build  fheir  own  DM  programs  or  hire  a  vendor  fo 
perform  services.® 

DM  programs  involve  an  intervention  or  series  of  infervenfions  aimed 
af  improving  fhe  pafienf  oufcomes  associafed  wifh  specific  diseases  or  con¬ 
difions  fhaf  have  a  high  prevalence  or  high  freafmenf  cosfs  (e.g.,  diabetes).® 
Alfhough  DM  is  applicable  fo  all  condifions,  programs  have  fypically  been 
focused  on  chronic  illnesses,^  because  fhey  accounf  for  a  disproporfionafely 
high  percenfage  of  all  medical  expendifures.®  In  fhe  U.S.,  chronic  illnesses 
affecf  over  100  million  people  and  accounf  for  75%  of  fhe  nafion’s  annual 
healfh  care  cosfs  and  are  fhe  major  cause  of  deafh,  disease,  and  disabilify^-^ 

The  infervenfion  componenf  of  a  DM  program  can  consisf  of  clinical 
practice  guidelines;  case  managemenf  by  nurses,  pharmacisfs,  or  ofher  healfh 
professionals;  pafienf  education  programs;  and  adminisfrafive  infervenfions 
aimed  af  avoiding  duplicative  services  and  ensuring  appropriate  liming  of 
visifs.^®  The  fargefed  oufcomes  of  DM  programs  generally  include  clinical 
goals  fhaf,  if  achieved  by  a  sufficienf  number  of  pafienfs,  will  resulf  in  a 
savings  fhaf  equal  or  exceed  fhe  financial  cosfs  of  fhe  program  ifself.^^  How¬ 
ever,  from  a  pharmacisf’s  perspective,  if  is  imporfanf  fo  note  fhaf  medicafion 
use  (and  cosfs)  can  increase  as  a  parf  of  a  DM  program  if  fhe  drug  freafmenfs 
are  necessary  fo  averf  oufpafienf  visifs  or  hospifalizafions.^^  A  key  elemenf 
of  DM  programs  is  fhe  abilify  fo  collecf  and  analyze  dafa  by  using  compuf- 
erized  information  sysfems^^  and  inferpref  whefher  increased  drug  cosfs  are 
offsef  by  fhe  benefifs  of  improved  pafienf  oufcomes. 

Bofh  infervenfions  and  oufcomes  are  usually  developed  using  fhe  besf 
practices  fhaf  are  idenfified  fhrough  fhe  liferafure,  discussions  wifh  clinical 
experfs  in  fhe  disease  or  condition,  govemmenf  agencies  (e.g.,  fhe  National 
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Institutes  of  Health),  and  professional  organizafions  (e.g.,  American  Diabefes 
Associafion).  Table  17.1  summarizes  key  characferisfics  of  disease  manage- 
menf  programs. 

Organizations  that  offer  disease  management  programs 

The  growfh  of  DM  has  paralleled  fhe  evolution  of  managed  healfh  care.  The 
fypes  of  organizafions  fhaf  currenfly  offer  DM  services  now  encompass 
virfually  every  sfakeholder  in  fhe  provision  of  healfh  care,  including  healfh 
benefifs  adminisfrafors,  healfh  care  providers,  information  managers, 
finance  experfs,  and  pafienfs.^^  Alfhough  managing  disease  has  always  been 
a  parf  of  medical  care,  fhe  growfh  of  sfrucfured  DM  programs  did  nof 
accelerafe  until  fhe  early  1990s. 

MCOs  and  pharmacy  benefif  managemenf  (PBM)  firms  are  considered 
fhe  originafors  of  fhe  DM  movemenf.®  DM  lafer  gained  fhe  affenfion  of 
pharmaceufical  companies,  large  employers,  and  DM  companies. More 
recenfly,  ofher  organizafions,  such  as  device  and  laborafory  companies,  med¬ 
ical  producf  wholesalers  and  disfribufors,  physician  groups,  and  communify 
pharmacies  have  developed  DM  capabilities. In  addition,  healfh  care  pur¬ 
chasers,  such  as  Medicaid  (see  Chapfer  18),  have  begun  fo  use  DM  fools  as 
a  means  fo  effectively  manage  pafienfs.®  There  are  now  companies  fhaf 
specialize  in  selling  DM  services  fo  healfh  care  providers  who  choose  nof  fo 
develop  programs  wifh  fheir  own  sfaff.  In  facf,  fhe  DM  indusfry  has  been 
among  fhe  fasfesf-growing  invesfmenf  segmenfs  in  healfh  care.^® 


The  role  of  pharmacists  in  disease  management 

History  of  pharmacists’  involvement  in  patient  care 

The  origin  of  pharmacisfs’  involvemenf  in  DM  can  be  f raced  back  fo  fhe 
hospifal  environmenf.  In  fhis  setting,  clinical  pharmacy  practice  is  believed 

Table  17.1  Characteristics  of  a  Disease  Management  Program 

•  Targets  specific  patient  populations  suffering  from  a  disease. 

•  Integrates  health  care  services  directed  toward  the  chosen  disease  by  various 
components  of  the  health  care  system,  providing  a  seamless  system  of  prevention 
and  care. 

•  Bases  health  care  services  on  consistent  application  of  the  best  scientific  infor¬ 
mation  available  on  treatment  and  evaluation  of  care,  with  constant  updating 
and  improvement  through  use  of  quality  improvement  techniques. 

•  Links  care  to  the  outcomes  of  interest  to  consumers  of  health  care,  taking  into 
account  the  multidimensional  nature  of  quality  by  including  clinical,  economic, 
and  humanistic  outcomes. 


Source:  Adapted  and  reprinted  from  Holdford,  D  et  al.  Clin.  Ther.  1998;  20(2):  328-339.  With 
permission. 
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to  have  begun  during  the  1960sd®  In  an  effort  to  demonstrate  their  value, 
clinical  pharmacists  began  recording  and  tracking  pharmacy  interventions. 
In  the  late  1960s  and  early  1970s,  literature  regarding  clinical  pharmacy 
practice  began  to  discuss  direct  patient  contact  and  clinical  involvement  of 
fhe  pharmacisf.^^  During  fhis  early  period,  pharmacisfs’  infervenfions  were 
reactive,  as  opposed  fo  proacfive;  fhaf  is,  fhe  bulk  of  fhe  infervenfions  focused 
on  correcfing  exisfing  problems  wifh  drug  fherapy,  rafher  fhan  preventing 
fhem.i'^ 

The  1990s  marked  fhe  beginning  of  a  new  paradigm  wifhin  fhe  profes¬ 
sion,  fhe  concepf  of  pharmaceutical  care.  Firsf  defined  by  Hepler  and  Sfrand 
in  1989,  pharmaceutical  care  refers  fo  “fhe  responsible  provision  of  drug 
fherapy  for  fhe  purpose  of  achieving  definife  oufcomes  fhaf  improve  a 
pafienf’s  qualify  of  life.”^^'^®  Holdford  and  colleagues  described  pharmaceu¬ 
tical  care  as  a  componenf  of  DM  by  sfafing  fhaf  “pharmaceufical  care  fargefs 
fhose  wifh  risk  factors  for  drug-relafed  problems,  a  hisfory  of  non-adherence, 
and  frequenf  changes  in  medicafion  regimens.”'’ 

In  practicing  pharmaceufical  care,  a  pharmacisf  is  expecfed  fo  assume 
greater  responsibilify  for  pafienfs’  medicafion-relafed  oufcomes. For  exam¬ 
ple,  pharmacisfs  have  faken  on  roles  fo  help  assess  pafienfs’  fherapeufic 
needs,  prevenf  adverse  drug  reactions,  individualize  drug  fherapy,  manage 
chronic  disease,  and  monitor  follow-up  care.^”  However,  nofe  fhaf  fhe  exfenf 
fo  which  pharmacisfs  may  acfually  practice  pharmaceufical  care  is  highly 
variable.  For  example,  a  1996  sfudy  of  Virginia  pharmacisfs  found  fhaf  com- 
munify  pharmacisfs  who  practiced  in  rurally  locafed,  independenfly  owned 
pharmacies  filled  less  fhan  150  prescriptions  per  day  and  had  a  good  rapporf 
wifh  pafienfs,  and  local  physicians  were  more  likely  fo  deliver  pharmaceu¬ 
fical  care.^^  Alfhough  fhese  findings  mighf  be  affribufable  fo  geographic  and 
pafienf  mix  differences,  resulfs  suggesf  fhaf  higher-volume  refail  chains  were 
less  likely  fo  provide  pharmaceufical  care.  However,  fhese  findings  mighf 
nof  be  relevanf  currenfly  because  recenf  fechnological  advancemenfs  (e.g., 
elecfronic  prescriptions)  help  expedife  prescription  processing,  making  if 
more  difficulf  fo  defermine  whefher  fhere  is  an  associafion  between  high 
prescripfion  volume  and  fhe  inabilify  fo  provide  pharmaceufical  care. 

Wifh  expertise  in  pharmacofherapeufics  and  pharmaceufical  care,  phar¬ 
macisfs  are  uniquely  qualified  fo  parficipafe  in  DM  programs. Pharmacisfs 
have  been  involved  in  developing  and  implementing  many  DM  programs 
currenfly  exisfing.  Some  have  confribufed  fhrough  fheir  positions  in  non- 
clinical  settings,  such  as  PBMs,  healfh  plans,  and  pharmaceufical  companies, 
whereas  ofhers  have  parficipafed  in  clinical  settings  such  as  long-term  care 
facilities,  hospifals,  home  healfh  care  providers,  infegrafed  delivery  sysfems, 
and  communify  pharmacies. 

Research  suggesfs  fhaf  fhe  pofenfial  impacf  of  a  pharmacisf’s  inferven- 
fion  in  pafienf  care  is  significanf.  In  a  well-publicized  sfudy,  Johnson  and 
Boofman  calculated  fhe  armual  cosf  of  drug-relafed  morbidify  and  morfalify 
af  $76.6  billion.2^  In  a  follow-up  projecf,  fhey  estimated  fhaf  pharmacisf 
infervenfion  and  pharmaceufical  care  could  reduce  fhe  armual  expense  of 
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drug-related  problems  by  $45.6  billion,  a  savings  that  would  occur  even  if 
pharmacists  were  paid  an  additional  $10  for  every  pafienf  encounfer.^^ 

Factors  influencing  pharmacist  involvement  in  disease  management 
Patient  access 

Pharmacisfs  are  uniquely  posifioned  fo  become  involved  in  DM  acfivifies 
for  several  reasons. Firsf,  wifhin  fhe  communify,  pharmacisfs  practice  af 
fhe  inferface  of  care  and  fherefore  have  fhe  abilify  fo  inferacf  direcfly  wifh 
pafienfs.  in  addifion,  public  opinion  polls  reveal  fhaf  pharmacisfs  are  con- 
sisfenfly  ranked  among  fhe  mosf  frusfed  professionals.^'^  Figure  17.1  illus- 
frafes  how  fhe  drug  prescribing  process  places  pharmacisfs  af  fhe  inferface 
of  pafienf  care.  Because  pharmacisfs,  like  physicians,  have  fhe  abilify  fo 
direcfly  deliver  DM  services,  fhey  can  serve  as  conduifs  for  implementing 
DM  programs  developed  by  healfh  insurance  providers,  PBMs,  pharmaceu- 
fical  companies,  wholesalers  and  disfribufors,  and  employers. 

Communify  pharmacies  are  particularly  accessible  for  pafienfs:  some  are 
open  24  hours  a  day,  7  days  a  week.  As  of  fhis  wrifing,  fhere  are  more  fhan 
55,000  pharmacies  in  fhe  U.S.  and  more  fhan  130,000  pharmacisfs  pracficing 
af  fhese  sifes.^®  Furfhermore,  no  appoinfmenfs  or  insurance  preapprovals  are 
required  fo  receive  one-on-one  professional  consulfafions  wifh  pharmacisfs. 


Figure  17,1  The  prescribing  process  empowers  pharmacists  to  deliver  pharmaceuti¬ 
cal  DM  services.  Note:  Circles  represent  the  infrastructure  in  which  pharmacists  and 
physicians  practice  (e.g.,  group  or  clinic  for  physicians  and  corporate  chain  for  phar¬ 
macists).  (From  Pizzi  LT,  Menz  JM,  Graber  GR,  Suh  DC.  Dis.  Manage.  2001;  4: 143-154. 
With  permission.) 
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Finally,  patients  with  chronic  conditions  are  likely  to  visit  their  pharmacy 
regularly  in  order  to  obtain  refills. 

Consistency  between  sites 

Another  factor  promoting  pharmacists’  involvement  in  DM  is  the  organiza¬ 
tion  and  structure  of  pharmacies  (e.g.,  chain  drug  stores),  which  allow  fhe 
adminisfrafion  of  a  program  fhrough  pharmacisfs  pracficing  af  differenf 
locafions.  This  feafure,  mosf  obvious  fo  chain  pharmacies  and  hospifal  nef- 
works,  provides  fhe  infrasfrucfure  required  fo  implemenf  programs  across 
large  or  geographically  dispersed  pafienf  populafions.  There  are  also  some 
practical  benefifs  fo  implemenfing  DM  wifhin  fhese  seffings.  For  example, 
oufcomes  dafa  may  be  available  fhrough  a  single  reposifory  and  fhere  is 
likely  fo  be  a  process  in  place  for  communicafing  wifhin  and  befween  fhe 
sites.  For  chain  pharmacies,  fhe  sfrucfural  layouf  of  fhe  stores  mighf  be 
similar,  which  could  be  imporfanf  if  a  pafienf  counseling  area  is  required  fo 
adminisfer  DM  services. 

Expanding  the  role  of  pharmacy  technicians 
Anofher  factor  fhaf  has  fosfered  pharmacisfs’  involvemenf  in  DM  is  fhe 
expansion  of  fhe  roles  of  pharmacy  fechnicians.  Greater  use  of  fechnicians 
mighf  allow  pharmacisfs  fo  devote  more  time  fo  pafienf  care.^*"  In  1995,  fhe 
American  Sociefy  of  Flealfh-Sysfem  Pharmacisfs  (ASFIP),  American  Pharma- 
ceufical  Associafion  (APhA),  and  fwo  sfafe  organizations,  fhe  Michigan  Phar¬ 
macisfs  Association  and  fhe  Illinois  Council  of  Plealfh-Sysfem  Pharmacisfs, 
joinfly  creafed  fhe  Pharmacy  Technician  Cerfificafion  Board  (PTCB),^*’  which 
“develops,  mainfains,  promofes  and  administers  a  ...  cerfificafion  and  re-cer- 
fificafion  program  for  pharmacy  technicians.”^^  By  2002,  over  100,000  phar¬ 
macy  fechnicians  were  cerfified  fhrough  fhis  program.^^  If  is  expecfed  fhaf 
advanced  framing  of  fechnicians  will  reduce  fhe  amounf  of  time  fhaf  phar¬ 
macisfs  fypically  devofe  fo  medication  dispensing  and  allow  more  time  for 
pharmacisfs  fo  provide  pharmaceufical  care. 

Legislative  efforts 

Pharmacisfs’  involvemenf  in  specific  DM  efforfs  has  been  fosfered  fhrough 
legislative  efforfs.  In  July  1998,  fhe  approval  of  a  Medicaid  waiver  granfed 
reimbursemenf  for  pharmacisfs  providing  DM  services  in  fhe  sfafe  of  Mis¬ 
sissippi.  Under  fhis  legislation,  pharmacisfs  wifh  appropriate  framing  can 
be  reimbursed  for  providing  cognifive  services  for  pafienfs  wifh  diabetes, 
asfhma,  lipid  disorders,  and  anficoagulafion  under  pafienf -specific  freafmenf 
profocols  approved  by  a  physician.^®  To  qualify  as  a  provider  under  fhe 
waiver,  pharmacisfs  musf  be  credenfialed  in  each  of  fhe  fherapeuficareas 
included.  Table  17.2  provides  fhe  requiremenfs  for  pharmacisf  reimburse¬ 
menf  under  fhis  law. 

As  of  fhis  wrifing,  legislafion  is  before  fhe  U.S.  Congress  of  proposing 
reimbursemenf  of  pharmacisfs’  services  delivered  fo  Medicare  beneficiaries. 
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Table  17.2  Requirements  for  Pharmacist  Reimbursement  under  the  Mississippi 

Medicaid  Waiver 

•  The  pharmacist  must  complete  a  credentialing  program  that  is  approved  by  the 
state  Board  of  Pharmacy. 

•  The  pharmacist  must  obtain  a  written  referral  from  the  patient’s  physician. 

•  The  pharmacy  at  which  the  credentialed  pharmacist  practices  must  have  a  private 
coimseling  area. 

•  A  record  of  services  provided  to  the  patient  must  be  maintained  in  the  pharmacy. 

•  The  pharmacist  must  obtain  a  provider  number  from  the  state  Medicaid 
department. 

Source:  Adapted  from  National  Associations  of  Boards  of  Pharmacy.  Answers  to  questions  on 

DSM  exams/ credentialing.  NABP  Newslett.  September  1998. 


Currently,  pharmacists  receive  Medicare  reimbursement  for  providing  edu¬ 
cation  to  patients  with  diabetes.  To  illustrate  how  this  legislation  could  build 
on  the  experience  with  pharmacists  in  disease  and  drug  therapy  manage¬ 
ment  (collective  drug  therapy  management,  CDTM)  to  improve  the  quality 
of  care  delivered  in  the  U.S.,  issues  surrounding  atrial  fibrillation  and  stroke 
will  be  discussed. 

In  the  future,  the  Centers  for  Medicare  and  Medicaid  Services  could 
mandate  that  in  order  to  receive  reimbursement,  a  pharmacist  would  need 
to  be  certified  in  anticoagulation  management.  Currently,  the  American  Col¬ 
lege  of  Clinical  Pharmacy  through  selected  training  sites  offers  anticoagula¬ 
tion  certification  across  the  country. Medicare  could  then  reimburse  phar¬ 
macists  for  the  management  of  warfarin  therapy  for  patients  with  atrial 
fibrillation.  As  a  Medicare  provider,  pharmacists  would  be  held  to  the  same 
standards  and  provisions  for  reimbursement  as  other  providers.  By  utilizing 
ubiquitous  community-based  health  care  professionals  such  as  pharmacists 
as  a  means  for  primary  stroke  prevention,  disease  management  can  be  deliv¬ 
ered  and  the  quality  of  care  for  Medicare  beneficiaries  will  improve  (see 
Chapter  18). 

In  response  to  this  legislation  and  the  need  for  pharmacists  across  the 
country  to  receive  advanced  training  to  qualify  as  DM  providers,  the 
National  Association  of  Boards  of  Pharmacy  (NABP),  APhA,  National  Asso¬ 
ciation  of  Chain  Drug  Stores  (NACDS),  and  the  National  Community  Phar¬ 
macists  Association  (NCPA)  collaborated  to  form  the  National  Institute  for 
Standards  in  Pharmacist  Credentialing  (NISPC).  The  NISPC  currently  offers 
pharmacists  certifications  in  the  areas  of  asthma,  diabetes,  dyslipidemia,  and 
anticoagulation.^° 

Impact  of  the  pharmacist  in  managing  specific  diseases 

Most  DM  efforts  have  focused  on  chronic  conditions  that  are  common  or 
have  high  associated  treatment  costs,  or  both.  Some  specific  disease  states 
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for  which  the  impact  of  the  pharmacists  has  been  demonstrated  are  asthma, 
cardiovascular  conditions  (h5^ertension,  hyperlipidemia,  and  anticoagula¬ 
tion),  and  diabetes.  Research  supporting  these  contributions  is  described 
here.  Although  the  interventions  and  outcomes  measured  might  differ  con¬ 
siderably  according  to  the  specific  disease  or  condition,  pharmacists’  have 
demonstrated  their  ability  to  improve  patient  outcomes. 

Asthma 

Asthma  is  a  prevalent  disorder  affecting  an  estimated  15  million  people  in 
the  U.S.,  and  the  total  armual  costs  (direct  and  indirect)  of  the  disease  are 
approximately  U.S.$12.7  billion.^o  Pharmacists  dispense  more  than  30.5  mil¬ 
lion  prescriptions  armually  to  treat  asthma.^^  Given  these  frequent  patient 
encounters,  pharmacists  have  a  unique  opportunity  to  provide  patient  care, 
which  may  lead  to  improved  patient  outcomes.  The  National  Asthma  and 
Education  Program  recognized  the  potential  of  pharmacist  interventions  and 
created  a  guide  that  describes  the  role  of  the  pharmacist  in  asthma  care.^^ 
Table  17.3  presents  pharmacist  responsibilities  delineated  in  this  guide.  These 
guidelines  provide  a  framework  for  defining  the  pharmacist’s  role  in  asthma 
DM. 

An  asthma  DM  program  can  assist  pharmacists  in  providing  education 
to  patients  with  asthma.  Hunter  and  Bryant  developed  an  educational  inter¬ 
vention  administered  by  pharmacists  and  targeted  at  pediatric  asthma 
patients  and  their  parents.^'*  The  educational  intervention  consisted  of  a 
45-min  presentation,  a  demonstration  of  drug  delivery  devices,  and  a  dis¬ 
cussion  session  for  participants  to  ask  questions  and  share  experiences.  All 
the  participants  indicated  on  a  questiormaire  that  they  had  received  enough 
information  to  safely  and  effectively  administer  asthma  medications. 

However,  does  enhanced  patient  understanding  about  medication  use 
translate  into  improved  patient  outcomes?  A  study  of  a  physician-directed, 
pharmacist-managed  asthma  program  evaluated  the  impact  of  attending  a 


Table  17.3  National  Asthma  Education  Program  Guidelines  for  Pharmacist 

Responsibilities  in  Asthma  Disease  Management 

•  Educate  patients  about  the  role  of  each  medication. 

•  Instruct  patients  about  the  proper  techniques  for  inhaling  medications. 

•  Monitor  medication  use  and  refill  intervals  to  help  identify  patients  with  poorly 
controlled  asthma. 

•  Encourage  patients  purchasing  nonprescription  asthma  inhalers  or  tablets  to 
seek  medical  care. 

•  Help  patients  use  peak-flow  meters  appropriately. 

•  Help  patients  discharged  from  the  hospital  after  an  asthma  exacerbation  to 
imderstand  their  asthma  management  plan. 

Source:  Adapted  from  National  Institutes  of  Health  (NIH).  The  role  of  the  pharmacist  in 

improving  asthma  care.  NHLBI,  NIH  1995;  95-3280,  1-16. 
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special  asthma  clinic  designed  for  patients  with  frequent  asthma  exacerba¬ 
tions.^®  The  program  consisted  of  regular  telephone  contact  between  the 
patient  and  the  pharmacist,  as  well  as  follow-up  through  the  clinic.  During 
the  study  period,  the  patients  experienced  fewer  emergency  room  visits  for 
asthma  exacerbations  as  compared  with  what  they  did  the  same  6  months 
of  the  year  before  enrolling  in  the  study.  As  a  result,  the  program  saved 
between  $30,683  and  $68,393.® 

Cardiovascular  disease 
Hypertension 

Unlike  asthma,  hypertension  is  a  largely  asymptomatic  disease.  As  with 
other  asymptomatic  diseases,  patients  with  h5q)ertension  are  often  noncom- 
pliant  with  their  therapy^®  This  presents  a  challenge  for  health  care  practi¬ 
tioners,  because  chronic  uncontrolled  hypertension  can  lead  to  serious 
sequelae  such  as  stroke,  coronary  disease,  and  cardiac  failure.®  Pharmacists 
have  been  shown  to  have  an  impact  in  improving  the  clinical  and  humanistic 
outcomes  among  patients  with  hypertension. 

A  randomized  controlled  study  was  conducted  to  determine  the  clinical 
value  of  comprehensive  pharmacy  services  for  h5q)ertensive  patients  in  a 
chain  pharmacy  setting.®  Patients  were  enrolled  into  either  a  control  or  an 
intervention  group.  Intervention  patients  participated  in  four  scheduled 
monthly  visits,  during  which  they  received  drug  therapy  monitoring  (e.g., 
heart  rate,  blood  pressure,  medication  history)  and  patient  education.  Con¬ 
trol  patients  received  traditional  pharmacy  services,  which  were  defined  as 
screening  for  prescribing  errors,  prescription  filling,  limited  patient  educa¬ 
tion  (i.e.,  drug  regimen),  and  monitoring  patient-volunteered  adverse  drug 
reactions.  Both  groups  of  patients  completed  quality-of-life  questiormaires 
on  entering  and  completing  the  study.  Results  from  the  study  showed  that 
blood  pressure  and  quality  of  life  were  significantly  improved  in  the  inter¬ 
vention  group. 

A  second  study  evaluated  the  effectiveness  of  pharmacists  in  a  rural 
h5q)ertension  clinic.®  Before  the  study,  the  pharmacists  participated  in  an 
intensive  skill-development  program.  Fifty-one  patients  with  controlled  or 
uncontrolled  h5q)ertension  were  randomized  to  either  the  pharmacist  inter¬ 
vention  group  or  the  control  group.  All  patients  completed  the  Short  Form 
36  to  assess  quality  of  life.  Control-group  patients  received  traditional  phar¬ 
macy  services,  such  as  brief  counseling  and  prescription  review  for  errors. 
Intervention  patients  were  scheduled  to  see  the  pharmacist  every  3  to  5 
weeks  to  have  their  blood  pressures  and  heart  rates  measured  and  to  be 
questioned  regarding  their  compliance,  adverse  drug  reactions,  and  under¬ 
standing  of  present  drug  regimens  and  lifestyle  modifications.  The  impact 
of  the  pharmacist  intervention  was  positive,  with  blood  pressure  reduction 
and  increased  quality-of-life  scores  in  the  areas  of  physical  functioning, 
physical  role  limitations,  and  bodily  pain.® 
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Another  h5^ertension  DM  program  at  Cedars-Sinai  Health  System  eval¬ 
uated  a  pharmacist-physician  comanagement  approach  at  reducing  both 
blood  pressure  and  treatment  costsd°  Patients  with  uncontrolled  hyperten¬ 
sion  were  randomized  to  an  alert  group  (primary  care  physicians  received 
a  letter  informing  them  of  fhe  pafienf’s  unconfrolled  sfafus)  or  an  inferven- 
fion  group  (pafienfs  were  enrolled  in  a  pharmacy  clinic,  where  a  pharmacisf 
comanaged  fhe  pafienfs  wifh  fhe  physicians  unfil  fhe  pafienfs’  blood  pres¬ 
sure  goals  were  achieved).  Inferim  resulfs  demonsfrafed  fhaf  blood  pressure 
reductions  were  more  subsfanfial  in  fhe  infervenfion  group,  decreasing  from 
a  baseline  systolic  pressure  of  157.7  mmHg  to  148.9  mmHg  and  139.6  mmHg 
af  6  monfhs  and  1  year,  respectively  Af  6  monfhs,  fhe  fofal  cosf  of  freafmenf 
per  member  per  monfh  (PMPM)  for  fhe  infervenfion  group  increased 
because  of  an  increased  number  of  pafienf  visifs.  However,  af  1  year,  cosf 
savings  were  observed  in  fhe  area  of  laboratory  fesfs,  office  visifs,  and  med- 
icafions,  resulting  in  an  average  savings  of  $6.40  PMPM.  Resulfs  of  fhis 
program  demonsfrafed  fhaf  pharmacisfs  can  confribufe  fo  confaining  cosfs 
wifhin  fhe  healfh  care  sysfem. 

Hyperlipidemia 

According  fo  fhe  American  Hearf  Association,  approximately  41.3  million 
U.S.  adulfs  have  high  cholesterol.^^  Effective  managemenf  of  cholesferol  is 
known  fo  reduce  cardiovascular  evenfs.  Wifh  fhis  evidence,  cholesterol  freaf¬ 
menf  guidelines  were  developed  and  updafed  by  fhe  Nafional  Cholesferol 
Educafion  Program  Experf  Panel  (NCEP).'^^  As  a  resulf  of  fhe  new  guidelines, 
if  is  estimated  fhaf  fhe  number  people  in  fhe  U.S.  who  are  candidafes  for 
cholesferol-lowering  medications  will  friple.'*^  This  projection  poinfs  fo  an 
increased  need  for  pharmacisf  involvemenf  in  lipid  managemenf. 

Several  sfudies  have  evaluafed  fhe  effectiveness  of  pharmacisf-adminis- 
fered  lipid  managemenf  programs.^^'’  Ellis  and  colleagues  examined  fhe 
effecfiveness  of  pharmacisf  infervenfion  in  fhe  managemenf  of  dyslipidemia 
among  veferans  adminisfrafion  (VA)  pafienfs  Pafienfs  in  fhe  infervenfion 
group  were  scheduled  for  drug  assessmenfs  by  ambulafory  care  pharmacisfs, 
whereas  pafienfs  in  fhe  confrol  group  received  usual  medical  care.  Resulfs 
demonsfrafed  fhaf  fhe  infervenfion  group  achieved  a  sfafisfically  significanf 
reduction  in  bofh  fofal  cholesferol  and  low-densify  lipoprotein  compared 
wifh  fhe  confrol  group. 

A  smaller  sfudy  by  Paulkner  and  colleagues  assessed  fhe  impacf  of 
pharmacisf  felephonic  follow-up  in  pafienfs  who  had  recenfly  undergone 
cardiac  surgery  and  were  receiving  lipid-lowering  fherapy.®  Pafienfs  in  fhe 
infervenfion  group  were  felephoned  by  a  pharmacisf  once  a  week  for  12 
weeks  fo  emphasize  fhe  imporfance  of  lipid-lowering  fherapy,  assess  refills, 
and  idenfify  pofenfial  issues  related  fo  compliance  (drug  cosf,  side  effecfs, 
overall  well-being).  Resulfs  showed  fhaf  fhe  infervenfion  provided  no 
shorf-ferm  benefif  during  fhe  firsf  12  weeks  of  fherapy,  buf  compliance  and 
lipid-lowering  resulfs  were  beffer  in  fhe  infervenfion  group  in  fhe  long  term 
(measured  2  years  after  fhe  sfarf  of  fherapy).  These  resulfs  provided  mixed 
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evidence  of  the  effectiveness  of  the  intervention,  but  the  authors  suggest  that 
the  pharmacist  telephonic  follow-up  might  be  a  useful  alternative  when 
face-to-face  counseling  in  a  lipid  clinic  is  either  impractical  or  impossible. 

Carson  investigated  the  effectiveness  of  pharmacist  consultation  notes 
added  to  the  charts  of  hyperlipidemic  patients.  The  older  guidelines,  NCEP 
II,  served  as  the  basis  for  identifying  risk  factors  and  recommending  treat¬ 
ment  regimens.  Results  demonstrated  that  patients  who  received  the  phar¬ 
macist  intervention  were  more  likely  to  be  prescribed  lipid-lowering  therapy, 
suggesting  that  pharmacist  chart  notes  might  help  increase  physician  com¬ 
pliance  with  guidelines  for  prescribing  lipid-lowering  therapies.^*’ 

An  earlier  study  by  Bogden  and  colleagues  measured  the  impact  of  a 
pharmacist-physician  team  on  the  ability  to  reach  lipid-lowering  goals.'^^ 
Patients  in  the  control  group  received  usual  care,  whereas  the  intervention 
group  received  routine  pharmacist-patient  consultations  and  pharma- 
cist-physician  interaction,  including  recommendations  on  dosage,  appropri¬ 
ate  drug  treatments,  and  monitoring.  The  NCEP  II  guidelines  were  used  to 
guide  the  appropriate  initiation  of  therapy  as  well  as  to  set  lipid-lowering 
goals.  Results  revealed  that  twice  as  many  intervention  patients  reached  their 
lipid-lowering  goals  compared  with  patients  in  the  usual  care  group.'*® 

Anticoagulation 

In  various  settings  such  as  the  VA  outpatient  clinics,  Kaiser  Permanente 
outpatient  services,  hospital-based  outpatient  clinics,  physician  offices,  and 
community  pharmacies,  pharmacists  have  been  successfully  managing 
patients’  warfarin  therapy.'*®  Research  demonstrates  the  positive  outcomes 
associated  with  and  the  cost-effectiveness  of  pharmacist-run  warfarin  clin¬ 
ics.®®'®* 

Wilt  and  colleagues  studied  the  benefits  of  a  pharmacist-managed  anti¬ 
coagulation  monitoring  service  (AMS).®*  Outcomes  (based  on  number  of 
thromboembolic  and  hemorrhagic  events,  unplarmed  clinic  visits,  emer¬ 
gency  room  visits,  and  hospital  admissions)  of  patients  followed  by  AMS 
were  compared  with  those  of  control-group  patients  (patients  receiving  war¬ 
farin  but  followed  only  by  their  physicians).  Results  of  the  study  showed 
that  the  control  group  was  20  times  more  likely  than  the  study  group  to 
experience  any  event.  In  addition,  analysis  of  costs  of  hospital  admissions, 
emergency  room  visits,  and  participation  in  the  AMS  indicated  that  a  poten¬ 
tial  cost  avoidance  of  $4072.68  per  person-year  of  follow-up  might  have  been 
possible  if  the  control  group  had  been  followed  by  AMS.®* 

A  second  study  by  Mamdani  and  colleagues  was  conducted  to  evaluate 
clinical  and  economic  effectiveness  of  a  pharmacist-managed  anticoagula¬ 
tion  service.®®  The  study  examined  clinical  and  economic  endpoints  for  50 
patients  in  a  usual  care  group  vs.  50  patients  in  a  pharmacist-managed  group. 
Although  no  significant  differences  were  noted  between  groups  for  the  pri¬ 
mary  therapeutic  end  point,  the  pharmacist-managed  group  exhibited  earlier 
initiation  of  warfarin  therapy  and  shorter  hospital  stay  with  significantly 
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lower  total  hospital  costs  ($1594  vs.  $2014).  Given  the  complexity  of  titrating 
warfarin  fherapy,  fhe  severify  of  pofenfial  adverse  evenfs,  and  demonsfrafed 
benefifs  in  ferms  of  cosf  savings,  pharmacisf  involvemenf  in  fhis  DM  area  is 
parficularly  warranfed. 

Diabetes  mellitus 

In  addition  fo  asfhma  and  cardiovascular  conditions,  pharmacisfs  have  also 
demonsfrafed  a  positive  impacf  in  fhe  managemenf  of  diabefes.  Two 
sfudies®*’  ®^  evaluafed  fhe  impacf  of  pharmacisf  managemenf  on  fhe  oufcomes 
of  pafienfs  wifh  diabefes.  Jaber  and  colleagues*  examined  fhe  impacf  of 
infervenfions  fhaf  consisfed  of  pharmacisf-provided  diabefes  educafion, 
medication  counseling,  and  evaluafion  and  adjusfmenf  of  fhe  medication 
regimen  in  noninsulin-dependenf  diabefes  mellifus  (NIDDM)  pafienfs.  Affer 
4  monfhs,  pafienfs  who  received  fhe  infervenfions  were  found  fo  have  sig- 
nificanf  improvemenfs  in  fheir  hemoglobin  Ale  and  fasting  plasma  glucose. 
The  sfudy  did  nof  assess  fhe  overall  impacf  of  fhe  infervenfion  on  fhe  fofal 
healfh  care  cosfs  of  diabefes. 

The  second  sfudy  compared  a  confrol  group  of  pafienfs  wifh  diabefes 
mellifus  receiving  sfandard  pharmacisf  educafion  fo  an  infervenfion  group 
receiving  educafion  via  small  group  or  individual  insfruefion.®^  Pafienfs  in 
fhe  infervenfion  group  had  significanfly  lower  average  weekly  blood  glucose 
levels,  a  decreased  incidence  of  h5^erglycemic  evenfs,  and  demonsfrafed  a 
significanf  increase  in  fheir  undersfanding  of  diabefes  medications  as  well 
as  a  positive  difference  in  fheir  perception  and  affifude  foward  communica¬ 
tion  wifh  fhe  pharmacisf.  Bofh  sfudies  demonsfrafed  fhaf  infensive  diabefes 
educafion  involving  pharmacisfs  was  associafed  wifh  improved  pafienf  ouf¬ 
comes. 

In  summary,  fhe  resulfs  of  sfudies  assessing  DM  wifh  pharmacisf 
involvemenf  demonsfrafe  fhaf  pharmacisfs  are  capable  of  improving  pafienf 
oufcomes  and  reducing  healfh  care  cosfs.  Pharmacisfs’  expertise  has  been 
shown  fo  be  parficularly  beneficial  for  diseases  in  which  oufcomes  heavily 
rely  on  medications. 


Future  directions 

In  2000,  prescription  drugs  accounfed  for  approximafely  10%  of  fhe  fofal 
spending  on  healfh  care  in  fhe  U.S.®®  This  dafa  represenfs  a  17%  growfh  from 
fhe  previous  year  and  indicafes  fhaf  prescripfion-drug  spending  is  growing 
fasfer  fhan  any  ofher  healfh  care  service.*  In  fhe  face  of  fhese  increasing 
cosfs,  pharmacisfs’  expertise  will  be  soughf  fo  ensure  appropriafe  drug  uti¬ 
lization  and  cosfs.  Alfhough  fhe  managemenf  of  ufilizafion  and  cosfs  alone 
does  nof  qualify  as  DM,  if  is  likely  fhaf  insurers  and  employers  will  affempf 
fo  manage  drug  cosfs  as  a  parf  of  broader  inifiafives. 

Furfhermore,  if  has  been  esfimafed  fhaf  fradifional  prescription  process¬ 
ing  utilizes  only  abouf  10%  of  fhe  fechnological  pofenfial  fhaf  compufers 


Chapter  seventeen:  The  role  of  the  pharmacist  in  disease 


291 


offer  fo  pharmacisfs.^°  Soffware  applications  fo  assisf  pharmacisfs  in  DM 
have  been  developed  and  will  continue  fo  be  improved.  Ulfimafely,  phar¬ 
macy  information  sysfems  will  supporf  fhe  processes  of  drug  dispensing; 
prescription  processing;  and  fhe  fask  of  oufcomes  dafa  collecfion,  documen- 
fafion,  and  moniforing.^^  As  fhese  fechnology  advances  are  realized,  phar¬ 
macisfs  will  increasingly  become  more  involved  in  managing  chronic  dis¬ 
eases  and  providing  DM  services,  which  will  hopefully  lead  fo  improved 
qualify  of  pafienf  care. 

if  is  exfremely  imporfanf  fhaf  pharmacisfs  be  provided  wifh  fhe  knowl¬ 
edge  and  skills  necessary  fo  confribufe  fo  DM.  Two  organizafions  fhaf  have 
emerged  as  leaders  in  providing  disease  managemenf  educafion  fo  pharma¬ 
cisfs  are  fhe  NISPC  and  fhe  National  Insfifufe  for  Pharmacisf  Care  Oufcomes 
(NIPCO).  The  NIPCO,  inifiafed  by  fhe  NCPA,  has  designed  an  educafional 
curriculum  aimed  af  educafing  communify  pharmacisfs  on  how  fo  “provide 
an  expanded  level  of  pafienf  care”  relafed  fo  disease  managemenf  and  well¬ 
ness  activities.®^  In  addition  fo  fhe  efforfs  of  fhese  two  organizafions,  fhe 
advanced  clinical  framing  provided  by  pharmacy  schools,  major  healfh  care 
providers,  and  accrediting  bodies  will  better  prepare  pharmacisfs  wifh  fhe 
knowledge  and  skills  required  fo  confribufe  fo  DM.  Lasfly,  if  is  essential  fhaf 
oufcomes  dafa  surrounding  fhese  DM  acfivifies  be  collecfed  fo  confinue  fo 
subsfanfiafe  fhe  value  of  pharmacisfs’  confribufions  fo  pafienf  care. 


Conclusion 

The  profession  of  pharmacy  has  undergone  dramatic  changes  over  fhe  pasf 
decade.  The  DM  movemenf,  along  wifh  fechnological  improvemenfs  in  pre- 
scripfion  processing,  has  fosfered  pharmacisf  involvemenf  in  pafienf  care. 
Pharmacisfs  in  a  variefy  of  practice  settings  are  parficipafing  in  DM  and  are 
begirming  fo  demonsfrafe  fheir  value  in  fhe  managemenf  of  several  high-cosf 
diseases,  including  asfhma,  cardiovascular  disease,  and  diabefes.  For  fhe 
movemenf  fo  be  susfainable,  pharmacisfs  will  have  fo  demonsfrafe  fhaf  fhe 
cosfs  of  developing  and  adminisfering  DM  services  do  nof  exceed  fhe  ben- 
efifs  of  improved  pafienf  oufcomes.  As  employers  and  govemmenf  purchas¬ 
ers  confinue  fo  face  pressures  fo  reduce  fhe  cosf  of  prescripfion  benefifs, 
pharmacisfs  will  be  presenfed  wifh  opporfunifies  fo  demonsfrafe  fheir 
impacf  in  providing  DM. 
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Introduction 

This  chapter  gives  an  overview  of  health  insurance  in  the  U.S.  It  begins  with 
an  overview  of  how  the  U.S.  approach  to  health  insurance  differs  from  that 
of  other  advanced  nations.  This  is  followed  by  a  discussion  of  public  and 
private  health  care  and  how  these  terms  are  not  as  clear  and  distinct  as 
commonly  assumed.  A  brief  history  of  health  insurance  in  the  U.S.  follows, 
tracing  the  early  forms  of  health  insurance,  efforts  to  achieve  universal  health 
insurance,  and  major  reforms  that  cover  significant  numbers  of  people.  This 
is  followed  by  a  description  of  the  structure  of  health  insurance  at  the 
begirming  of  the  21st  century,  with  an  explanation  of  the  major  t5^es  of 
coverage  and  key  health  insurance  concepts.  Next  is  an  overview  of  the  types 
of  managed  care  organizations  and  the  tools  of  managed  care  that  are  com¬ 
monly  applied  to  achieve  cost  savings  and  improve  quality.  This  overview 
includes  the  role  of  pharmacy  benefit  management  (PBM)  firms.  The  chapter 
ends  with  a  summary  of  proposals  to  cover  persons  who  are  currently 
uninsured. 


Health  insurance  in  the  U.S.  vis-a-vis  other  countries 

All  advanced  industrialized  nations  except  the  U.S.  have  a  system  of  uni¬ 
versal  health  care  coverage.  The  coverage  is  a  form  of  social  insurance  that 
assures  that  all  citizens  have  access  to  health  care  services  and  are  protected 
from  financial  devastation  as  a  result  of  illness  or  injury.  Under  these  systems, 
the  national  government  assures  that  its  citizens  have  health  care  coverage. 
Beyond  assuring  that  all  citizens  are  covered,  universal  health  care  takes  a 
different  form  in  each  country.  There  is  wide  variation  in  the  forms  of  financ¬ 
ing,  administering,  and  delivery  of  health  care. 

The  U.S.  is  unique  among  advanced  nations  in  that  it  has  resisted  the 
implementation  of  a  system  of  universal  health  care  and  instead  has  grad¬ 
ually  built  a  system  in  which  employers  are  the  primary  sponsors  of  health 
care  coverage  for  the  majority  of  the  population.  Medicare  and  Medicaid 
cover  the  elderly,  disabled,  and  very  poor.  According  to  data  from  the  U.S. 
Census  Bureau,  a  small  proportion  of  people,  less  than  7%  of  the  population 
under  65  years  of  age,  purchase  health  insurance  on  their  own.  In  2002,  the 
remaining  41  million  persons  were  uninsured.  The  uninsured  represent 
14.6%  of  the  total  population,  16.5%  of  the  population  under  65  years.  Those 
with  adequate  resources  pay  out  of  their  pockets  for  health  care.  The  others 
go  without  care,  delay  care,  or  seek  health  services  from  a  fragile  and  incom¬ 
plete  system  of  charity  care  and  safety-net  providers. 


Public  VS.  private  health  care  in  the  U.S. 

Many  people  in  the  U.S.  make  a  strong  distinction  between  private  and 
public  health  care.  They  perceive  employer-sponsored  plans  as  private  health 
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care  and  Medicaid  and  Medicare  as  public.  This  rigid  distinction  is  not 
accurate.  While  Medicaid  and  Medicare  are  funded  by  general  taxes, 
employer-sponsored  health  plans  are  heavily  financed  fhrough  fax  subsidies. 
The  employee  does  nof  pay  faxes  on  fhe  value  of  fhe  healfh  care  benefifs, 
and  employers  deducf  as  expenses  fheir  confribufions  fo  healfh  care  premi¬ 
ums  and  flexible  spending  accounfs.  Govemmenf  employees  (local,  sfafe, 
and  federal)  mighf  be  enrolled  in  privafe  healfh  plans,  buf  faxpayers  pay  for 
fheir  healfh  insurance.  Alfhough  healfh  care  services  mighf  be  ulfimafely 
paid  by  a  public  source,  such  as  Medicaid  or  Medicare,  fhe  delivery  sysfem 
in  fhe  U.S.  is  almosf  enfirely  privafe.  The  excepfions  fo  fhis  are  fhe  veferans 
adminisfrafion  healfh  sysfem,  milifary  hospifals,  and  local  public  hospifals 
and  public  healfh  clinics. 


History  of  health  insurance  in  the  U.S. 

In  1789,  Congress  esfablished  fhe  firsf  type  of  healfh  insurance  in  fhe  U.S. 
by  creafing  fhe  U.S.  Marine  Hospifal  Service  and  funding  if  fhrough  com¬ 
pulsory  confribufions  from  seamen’s  wages.  In  fhe  1870s,  fhe  firsf  forms 
of  employer-sponsored  healfh  benefif  programs  developed  in  specific 
indusfries,  such  as  railroads  and  mining,  under  which  company  docfors, 
funded  by  deducfions  from  workers’  wages,  were  made  available  fo  work¬ 
ers. 

During  fhe  reform  period  of  fhe  early  20fh  cenfury  fhere  were  efforfs  fo 
profecf  workers  generally  againsf  fhe  financial  devasfafion  caused  by  unem- 
ploymenf,  illness,  or  injury.  Theodore  Roosevelf  endorsed  a  program  of 
healfh  insurance  fo  cover  medical  expenses,  combined  wifh  compensafion 
for  losf  wages,  in  his  1912  Progressive  Parfy  bid  for  fhe  presidency.  Alfhough 
he  losf  fhe  election,  fhe  movemenf  for  nafional  healfh  insurance  gafhered 
some  sfeam  fhrough  alliances  wifh  physician  organizations,  union  leaders, 
and  moderafe  businessmen.  However,  as  differences  and  divisions  arose, 
fhis  fenfafive  supporf  collapsed  and  solidified  info  sfrong  opposifion.  Efforfs 
fo  esfablish  compulsory  healfh  insurance  programs  in  several  sfafes  also 
failed.  Enfry  info  World  War  I  diverfed  attention  away  nafional  healfh  insur¬ 
ance  and  ofher  social  reforms. 

There  were,  however,  a  few  developmenfs  in  fhe  business  and  indusfrial 
sector.  In  1910,  Monfgomery  Ward  &  Company  enfered  info  one  of  fhe 
earliesf  group  insurance  confracfs.  More  physician  service  and  indusfrial 
healfh  plans  were  esfablished  in  fhe  Norfhwesf  and  remofe  areas.  In  1913, 
fhe  International  Ladies  Garmenf  Workers  Union  (ILGWU)  formed  fhe  firsf 
union  medical  service. 

The  Depression  Era  engendered  deep  fears  in  people  abouf  becoming 
unemployed  or  being  unable  fo  work  and  af  fhe  same  fime  having  medical 
bills  fo  pay.  In  1929,  a  group  of  schoolfeachers  in  Dallas,  TX,  arranged  for  a 
local  hospifal  fo  provide  room,  board,  and  ofher  services  af  a  predefermined 
monfhly  cosf.  This  plan  is  considered  fhe  forerurmer  of  Blue  Cross  plans. 


300 


Managing  Pharmacy  Practice 


The  Blue  Cross  Commission  was  established  in  1937.  Throughout  the  New 
Deal,  however,  national  health  insurance  was  always  on  the  periphery.  It 
was  omitted  from  Social  Security  and  was  never  strongly  endorsed  by  Pres¬ 
ident  Franklin  D.  Roosevelt. 

One  of  fhe  mosf  significanf  and  far-reaching  developmenfs  in  healfh 
insurance  in  fhe  U.S.  occurred  during  World  War  II.  The  National  War  Labor 
Board  froze  wages,  and  employers  began  using  healfh  insurance  as  a  way 
fo  affracf  and  refain  scarce  workers.  Healfh  benefifs  were  a  means  fo  gef 
around  wage  confrols.  Because  workers’  healfh  benefifs  were  nof  subjecf  fo 
income  fax  or  Social  Securify  payroll  faxes,  as  were  cash  wages,  unions  joined 
in  fhe  supporf  of  fhis  form  of  compensafion. 

In  1945,  Harry  Truman  was  fhe  firsf  presidenf  fo  advocafe  for  universal 
healfh  insurance.  He  pushed  for  a  single  healfh  insurance  sysfem  fhaf 
would  cover  all  classes  of  people,  and  he  supporfed  invesfmenf  in  hospi- 
fals,  medical  research  and  education,  and  public  healfh  programs.  In  an 
efforf  fo  gain  fhe  supporf  of  organized  medicine,  Truman  promised  phy¬ 
sicians  higher  incomes  and  no  changes  in  fhe  organizafion  of  medical 
practice.  The  American  Medical  Association  (AMA)  proposed  insfead  an 
expanded  sysfem  of  volunfary  insurance  and  mounfed  a  campaign  exhorf- 
ing  physicians  fo  resisf  fhe  Truman  plan  as  an  affempf  fo  make  docfors 
subservienf  fo  governmenf-confrolled  medicine.  The  AMA  was  able  fo  furn 
public  opinion,  which  inifially  supporfed  fhe  concepf  of  universal  compul¬ 
sory  insurance,  againsf  Truman’s  proposal. 

Once  employer-sponsored  healfh  insurance  began  fo  cover  more  people 
in  fhe  U.S.,  if  became  increasingly  popular.  As  medical  expenses  increased, 
insurance  became  a  greafer  necessify.  Expanded  insurance  coverage 
increased  compensafion  wifhouf  additional  faxes,  and  if  provided  vifal  finan¬ 
cial  profecfion  if  hospifalizafion  was  necessary.  The  benefifs  fo  employers 
became  codified  as  well.  The  Revenue  Acf  of  1954  defined  employers’  con- 
fribufions  fo  healfh  plans  as  fax-exempf  and  clarified  fhaf  fhese  were  deducf- 
ible  business  expenses.  Recognizing  fhaf  fhe  burgeoning  sysfem  was  leaving 
ouf  many  workers,  Presidenf  Eisenhower  proposed,  buf  failed  fo  achieve, 
markef  reforms  in  1956. 

These  developmenfs  formed  fhe  foundafion  of  fhe  U.S.  sysfem  of  healfh 
insurance  —  a  volunfary  sysfem  under  which  employers  offer  healfh  insur¬ 
ance  as  a  sfrafegy  fo  affracf  and  refain  employees,  and  employees  are  given 
fhe  choice  of  parficipafing  or  nof  in  fheir  employer’s  plan.  In  fhe  unionized 
workplace,  unions  negofiafe  employer  supporf  for  healfh  benefifs.  In  some 
cases,  union  members  musf  join  fhe  healfh  plan  operafed  by  fheir  union. 

Alfhough  fhe  burgeoning  sysfem  of  employer-sponsored  coverage 
addressed  fhe  needs  of  employed  persons  and  offen  fheir  dependenfs  as 
well,  if  leff  uncovered  fhe  elderly  and  fhe  nonworking  population.  Services 
fo  uninsured  persons  were  sometimes  available  fhrough  a  pafchwork  of 
public  healfh  facilities  and  charily  healfh  organizations.  Hospifals  received 
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some  payment  from  federal  welfare  granfs  channeled  fhrough  fhe  sfafes  for 
fhis  purpose. 

Presidenf  John  F.  Kermedy  made  Medicare  a  major  election  issue  in  1960, 
buf  if  was  nof  until  Lyndon  Johnson  achieved  a  landslide  vicfory  accompa¬ 
nied  by  Democratic  confrol  of  Congress,  fhaf  anofher  defining  sfep  was  faken 
in  fhe  hisfory  of  healfh  insurance  coverage.  In  1965,  Congress  amended  fhe 
Social  Securify  Acf  fo  implemenf  Medicare  for  fhe  elderly  and  Medicaid  fo 
help  sfafes  pay  for  healfh  services  for  fheir  very  low-income  parenfs  and 
children. 

Affer  fhe  implemenfafion  of  Medicare  and  Medicaid,  Presidenf  Richard 
Nixon  proposed  a  Comprehensive  Healfh  Insurance  Plan  fhaf  would  cover 
all  citizens  under  one  of  fhree  programs:  a  mandafed  employer-sponsored 
insurance,  an  improved  Medicaid  program,  or  a  new  Medicare  program.  His 
plan  failed  fo  pass,  alfhough  he  did  succeed  in  signing  info  law  fhe  Healfh 
Mainfenance  Organization  (HMO)  Acf  of  1973,  which  accelerafed  fhe  devel- 
opmenf  of  HMOs.  Presidenf  Jimmy  Carfer  proposed  phasing  in  healfh  insur¬ 
ance  coverage  wifh  new  requiremenfs  for  employers  and  a  new  federal 
program  fo  replace  Medicaid  fo  cover  all  low-income  individuals  in  addifion 
fo  fhe  elderly  and  disabled.  Debafed  during  an  economic  downfum,  fhis 
plan  also  failed.  In  1992,  Bill  Clinton  was  elecfed  wifh  an  apparenf  mandafe 
fo  reform  fhe  system  of  healfh  care  coverage  in  fhe  midsf  of  a  recession  and 
an  expanding  uninsurance  epidemic.  His  complicated  plan  fo  reform  fhe 
healfh  care  sysfem  and  fo  implemenf  universal  coverage  was  attacked  by  a 
broad  range  of  healfh  care  special  inferesf  groups  and  sank  under  ifs  own 
weighf. 

In  1997,  Congress,  skittish  abouf  fhe  polifics  of  proposals  for  large-scale 
change,  enacted  fhe  Sfafe  Children’s  Healfh  Program  (SCHIP)  fo  address 
whaf  if  considered  a  very  vulnerable  group  among  fhe  uninsured  —  10 
million  children  who  did  nof  have  coverage  fhrough  fheir  parenfs. 

Wifh  fhe  course  sef  by  fhe  rapid  growfh  of  employer-sponsored  healfh 
insurance  affer  World  War  II  and  fhe  implemenfafion  of  public  programs  for 
fhe  elderly,  poor,  and  disabled  in  fhe  1960s,  fhe  U.S.  took  a  disfincfly  differenf 
direcfion  from  Canada,  Ausfralia,  New  Zealand,  Japan,  and  fhe  European 
welfare  sfafes.  In  fhe  posfwar  period,  ofher  advanced  counfries  implemented 
a  variefy  of  models  of  healfh  care  delivery  and  financing,  all  wifh  universal 
coverage  and  all  plarmed  and  guided  by  fheir  version  of  a  Minisfry  of  Healfh. 
In  confrasf,  fhe  U.S.  fostered  growfh  of  an  employer-sponsored  sysfem  wifh 
fax  incentives  fhaf  are  ouf  of  view  of  public  debate  and  limited  fhe  aufhorify 
of  fhe  Secrefary  of  Healfh  and  Human  Services  fo  fhe  public  programs 
(Medicare,  Medicaid,  and  SCHIP).  Compared  wifh  fhe  systems  of  ofher 
advanced  counfries,  fhe  U.S.  performs  beffer  in  terms  of  personal  choice  (for 
fhose  wifh  coverage)  and  fhe  developmenf  and  disseminafion  of  technolog¬ 
ical  and  scientific  advances.  However,  fhe  U.S.  performs  more  poorly  in 
forms  of  cosf  and  fhe  number  of  people  covered. 
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Throughout  the  20th  century,  universal  health  insurance  emerged  as  a 
possibility  only  to  be  defeated.  Although  the  circumstances  vary  with  each 
try,  a  combination  of  resisfance  by  powerful  healfh  care  inferesf  groups  and 
disagreemenf  among  fhe  advocafes  confribufed  fo  failure  fo  forge  fhe  legis¬ 
lation  necessary  fo  make  if  a  realify. 


Health  insurance  at  the  beginning  of  the  21st  century 

Healfh  insurance  is  financed  by  purchasers.  In  fhe  U.S.,  purchasers  are 
employers,  govemmenf  (federal,  sfafe,  and  local),  and  individuals.  Figure 
18.1  is  a  charf  displaying  fhe  sources  of  healfh  insurance  for  people  in  fhe 
U.S.  in  2001. 

Many  persons  reporf  more  fhan  one  type  of  coverage.  For  example. 
Medicare  beneficiaries  offen  have  supplemenfal  refiree  healfh  benefifs  as 
well  as  Medicare,  and  a  disabled  child  mighf  be  covered  under  bofh  a 
parenf’s  employer-sponsored  coverage  and  Medicaid.  The  following  sections 
discuss  each  of  fhe  major  fypes  of  healfh  insurance  coverage. 

Employer-sponsored  health  insurance 

In  fhe  U.S.,  employer-sponsored  healfh  insurance  covers  175  million  people, 
and  is  fherefore  fhe  mosf  common  form  of  healfh  insurance.  This  is  fhe  source 
of  healfh  insurance  for  fwo  fhirds  of  fhe  population  under  65  years  of  age. 
Employer-sponsored  insurance  includes  coverage  of  workers  and  fheir 
dependenfs,  early  retirees,  and  retired  Medicare  beneficiaries. 

No  federal  or  sfafe  laws  require  fhaf  privafe  employers  provide  healfh 
insurance  fo  fheir  employees.  Employers  offer  healfh  insurance  in  order  fo 
affracf  and  refain  employees,  and  union  confracfs  f5y)ically  require  fhaf 
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Figure  18.1  Health  insurance  coverage  in  the  U-S.,  2001.  (From  the  U.S.  Census 
Bureau^  Health  Insurance  Coverage:  2001,  September  2002.) 
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employers  heavily  subsidize  union  member  health  benefits.  Consequently, 
because  of  fhe  infinife  variefy  of  fypes  of  employers  and  employees, 
employer-sponsored  healfh  insurance  varies  according  fo  each  company  or 
business.  Each  employer  defermines  which  employees  fo  cover,  whefher  fo 
cover  fhe  employee’s  dependenfs,  whefher  fo  cover  retirees,  fhe  f5q)e  and 
scope  of  benefifs  fo  pay  for,  and  how  much  of  fhe  cosf  of  fhe  insurance  fhe 
employee  (active  or  retired)  should  bear.  Because  healfh  insurance  is  regu- 
lafed  by  fhe  sfafes,  differenf  sfafes  have  specific  requiremenfs  regarding 
benefif  packages,  markefing  of  healfh  plans,  handling  of  consumer  com- 
plainfs,  and  a  variefy  of  ofher  factors  relafed  fo  financial  sfabilify  and  qualify 
assurance. 

The  largesf  companies  (5000  or  more  employees)  fypically  have  a  deparf- 
menf  of  specialisfs  fo  analyze  employees’  utilization  of  healfh  services;  creafe 
differenf  benefif  packages;  and  negofiafe  wifh  hospifals,  physicians,  and 
ofher  professionals  fo  provide  care.  Large  employers  (1000  or  more  employ¬ 
ees)  are  large  enough  fo  have  healfh  benefifs  managers  who  make  fhe  deci¬ 
sions  abouf  healfh  benefifs  for  employees.  Mosf  large  companies,  however, 
splif  fhe  adminisfrafive  responsibilifies  befween  fheir  in-house  benefifs 
deparfmenf  and  insurance  companies.  Often  wifh  fhe  assisfance  of  employee 
benefifs  consulting  firms,  fhe  in-house  sfaff  defermines  fhe  benefif  packages 
fo  offer,  esfablishes  fhe  cosf-sharing  options  for  employees,  and  explains  fhe 
choices  fo  employees.  If  hires  insurance  companies  fo  adminisfer  fhe  healfh 
benefifs:  send  ouf  idenfificafion  cards,  answer  quesfions,  and  pay  claims. 
Employees  receive  an  idenfificafion  card  wifh  fhe  logo  of  a  large  insurance 
company,  buf,  in  facf,  fheir  own  employer  may  assume  fhe  risk  for  whafever 
claims  fheir  employees  incur,  plus  an  adminisfrafive  fee.  Companies  fhaf 
assume  fhis  risk  self-insure.  By  assuming  fhe  financial  risk  for  fheir 
employee’s  healfh  benefifs,  fhey  are  exempf  from  sfafe  insurance  regulafions 
and  are  subjecf  fo  less  onerous  federal  regulafions  applicable  fo  employee 
benefifs  generally. 

Midsize  companies  (200  fo  999  employees)  usually  cannof  afford  fhis 
overhead  and  level  of  financial  risk,  and  fhey  rely  on  insurance  companies 
fo  assume  fhe  risk  for  fheir  employee  healfh  benefifs.  Healfh  insurance 
companies  charge  for  assuming  fhis  risk  and  adjusf  premiums  accordingly. 
Consequenfly  premiums  are  higher  for  midsized  companies  fhan  for  larger 
ones.  Midsized  employers  usually  have  a  healfh  benefifs  manager  who  nego- 
fiafes  wifh  insurance  companies  licensed  fo  markef  in  fheir  geographic  area 
fo  offer  one  or  more  producfs  fo  fheir  employees.  The  healfh  plans  f5q)ically 
have  a  menu  of  basic  plans,  consisting  of  a  sfandard  benefif  package  wifh 
opfions  relafed  fo  a  having  a  resfricfed  choice  of  providers  (less  cosfly)  or 
greafer  choice  of  providers  (more  cosfly).  The  negotiations  focus  on  fhe 
opfions  fhe  healfh  insurance  company  offers  for  fhe  employer  fo  splif  fhe 
cosf  of  coverage  wifh  employees.  Midsize  employers  also  negofiafe  whefher 
fo  offer  a  rider,  an  addifional  benefif,  such  as  prescripfion  drugs,  denfal  care, 
or  eyeglasses,  nof  included  in  fhe  basic  benefif  package. 
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Employees  t5^ically  contribute  toward  the  cost  of  their  health  benefits 
through  cost  sharing.  Because  of  fhe  rising  cosf  of  healfh  insurance,  and 
fo  increase  awareness  of  fhe  cosf  of  healfh  insurance  among  employees, 
employers  of  all  sizes  are  having  fheir  employees  confribufe  more  foward 
fhe  expense  of  healfh  care  coverage.  These  confribufions  are  in  fhe  form 
of  premium  paymenfs,  deducfibles,  and  copaymenfs.  Under  premium  pay- 
menfs,  an  employee  confribufes  foward  fhe  monfhly  premium  usually 
fhrough  a  payroll  deducfion.  Under  deducfibles,  fhe  employee  (or  an 
insured  dependenf)  musf  incur  a  fixed  dollar  amounf  for  specific  services 
(such  as  hospifalizafion  or  physician  visifs)  before  fhe  insurance  pays  fhe 
remaining  cosf  of  services.  A  copaymenf  is  an  amounf  fhaf  fhe  provider 
collecfs  from  fhe  insured  every  fime  services  are  rendered.  Common  exam¬ 
ples  are  copaymenfs  for  every  physician  visif,  home  healfh  visif,  or  emer¬ 
gency  room  visif. 

Small  employers  (2  fo  99  workers)  rely  on  brokers  fo  fulfill  fhe  admin- 
isfrafive  funcfions  filled  by  human  resource  deparfmenfs  af  midsize  and 
larger  employers.  Brokers  are  independenf  agenfs  who  receive  commissions 
from  insurers  whose  producfs  fhey  sell.  Brokers  obfain  quofes  from  insurers 
for  differenf  benefif  packages,  assisf  in  explaining  fhe  benefif  packages  and 
cosf-sharing  options  fo  employees,  and  help  enroll  employers  in  plans.  They 
of  fen  assisf  wifh  solving  problems  such  as  denied  claims. 

When  a  company  offers  healfh  insurance,  nof  all  workers  gef  covered. 
Employers  offen  sef  waiting  periods  for  new  employees  and  minimum  work 
hours  for  esfablished  workers  before  fhey  can  be  covered.  Some  workers 
choose  nof  fo  enroll  because  fhey  consider  fheir  share  of  fhe  premium  fo  be 
prohibifive,  or  fhey  mighf  be  covered  fhrough  a  spouse  who  works  for  a 
differenf  employer. 

The  cosf  of  employer-sponsored  healfh  insurance  continues  fo  escalafe. 
According  fo  fhe  Kaiser  Eamily  Eoundafion’s  employer  healfh  benefifs 
armual  survey  in  2002,  fhe  average  monfhly  premium  for  insuring  workers 
was  $255  for  single  coverage  ($3060  armually)  and  $663  for  family  coverage 
($7954  armually).  This  was  a  12.7%  increase  over  fhe  previous  year.  Coverage 
is  more  expensive  for  small  employers  fhan  larger  ones.  The  smaller  fhe 
employer,  fhe  less  likely  if  is  for  employees  fo  have  a  choice  of  plans.  Employ¬ 
ees  pay  more  foward  fheir  healfh  insurance  and  healfh  care  in  fhe  form  of 
confribufions  foward  premiums,  deducfibles,  and  copaymenfs.  When  fhe 
economy  weakens  and  healfh  insurance  premiums  rise,  more  employers 
drop  healfh  insurance  coverage  for  fheir  workers. 

The  sysfem  of  employer-sponsored  coverage  profoundly  influences  job 
decisions  by  U.S.  workers.  Employer-sponsored  healfh  insurance  is  nof  por- 
fable;  fhaf  is,  employees  carmof  keep  fhe  same  healfh  coverage  af  fhe  same 
price  when  fhey  leave  an  employer.  Many  employees  find  fhemselves  in  a 
job  lock  because  fhey  or  a  family  member  has  a  serious  medical  problem. 
Leaving  fhe  workforce  or  changing  jobs  can  mean  facing  a  waiting  period 


Chapter  eighteen:  The  U.S.  health  care  system 


305 


for  coverage,  denial  of  coverage  for  preexisfing  conditions,  or  fhe  inabilify 
fo  obfain  any  coverage.  Many  workers  posfpone  refiremenf  unfil  fhey  can 
be  covered  by  Medicare  af  65  years  of  age. 

The  federal  Healfh  Insurance  Porfabilify  and  Accounfabilify  Acf 
(HIPAA)  affempfs  fo  address  some  of  fhe  lapses  in  coverage  faced  when 
employees  change  or  lose  fheir  jobs.  HIPAA  requires  healfh  insurers  fo 
limif  preexisfing  condition  exclusion  periods  fhaf  exclude  coverage  of 
preexisfing  healfh  conditions  for  new  enrollees.  HIPAA  requires  healfh 
insurance  companies  fo  make  all  fhe  small  group  producfs  available  fo 
small  employers,  regardless  of  fheir  claims  experience  or  healfh  sfafus  of 
employees.  HIPAA  also  requires  healfh  insurance  companies  fo  accepf 
cerfain  individuals  for  individual  policies,  regardless  of  fheir  healfh  sfa¬ 
fus  and  wifhouf  any  exclusion  period  for  preexisfing  medical  conditions. 
Finally,  HIPAA  expanded  profecfions  againsf  loss  of  coverage  due  fo  high 
ufilizafion  of  medical  services  by  prohibiting  fhe  ferminafion  of  group 
or  individual  coverage  excepf  in  cases  of  fraud  or  failure  fo  pay  premi¬ 
ums. 

The  impacf  of  HIPAA  on  access  fo  insurance  coverage  has  been  severely 
limifed  because  if  does  nof  regulafe  fhe  premiums  fhaf  can  be  charged  by 
healfh  insurance  companies.  Alfhough  coverage  may  fheorefically  be  acces¬ 
sible  fo  persons  regardless  of  fheir  claims  hisfory,  healfh  sfafus,  or  preexisfing 
condifions,  fhe  premiums  sef  by  healfh  insurers  for  new  and  renewing  enroll¬ 
ees  are  offen  unaffordable. 

There  has  been  a  dramatic  shiff  in  fhe  t5q)e  of  plans  in  which  workers 
wifh  employer-sponsored  healfh  insurance  are  enrolled.  Figure  18.2  displays 
fhe  change  fhaf  has  occurred  since  fhe  lafe  1980s,  when  fhe  majorify  of 
covered  workers  were  enrolled  in  conventional  indemnify  insurance  plans. 
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Figure  18,2  Type  of  health  plan  for  workers  with  employer-sponsored  coverage 
(From  the  Kaiser  Family  Foundation  and  HRET,  Employer  Health  Benefits,  2002:  Annual 
Survey,  Menlo  Park,  CA:  The  Henry  }.  Kaiser  Family  Foundation,  2002.) 
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Under  indemnity  insurance,  insurers  pay  a  predetermined  portion  of  the 
providers’  fees.  There  are  few  resfricfions  on  whaf  a  provider  can  charge 
and  whaf  fhe  insurer  will  pay  for.  More  fhan  half  fhe  workers  are  now 
enrolled  in  preferred  provider  organizations  (PPOs),  a  less  resfricfive  form 
of  managed  care.  Abouf  one  quarfer  of  workers  selecf  HMOs.  Only  5%  are 
enrolled  in  conventional  indemnify  insurance  plans. 

Individual  coverage 

In  fhe  U.S.,  over  16  million  people  purchase  fheir  basic  healfh  coverage  on 
fheir  own.  These  purchasers  include  individuals  who  are  self-employed, 
unemployed,  and  nof  eligible  for  a  public  healfh  insurance  program.  They 
also  include  persons  who  are  nof  eligible  for  fheir  employer’s  coverage  or 
fheir  employer  does  nof  offer  healfh  insurance. 

Nearly  half  of  fhe  individual  purchasers  have  access  fo  group  coverage 
fhrough  professional  organizations,  nonprofif  associations,  or  former 
employers.  An  esfimafed  8.6  million  persons  purchase  fhis  coverage  in  whaf 
is  called  fhe  individual  healfh  insurance  markef. 

Because  fhe  sfafes  regulafe  fhe  healfh  insurance  indusfry  fhere  are  50 
differenf  markefs  for  individual  healfh  insurance.  The  exfenf  of  regulation 
in  each  sfafe  defermines  fhe  number  and  f5q)es  of  policies  fhaf  can  be  sold 
fo  individuals.  The  more  fypes  of  policies  allowed,  fhe  more  insurers  fend 
fo  segmenf  fhe  markef  and  fargef  groups  wifh  differenf  expecfafions  of  fheir 
use  of  services.  The  resulf  is  high  premiums  for  people  who  expecf  fo  have 
high  medical  cosfs  and  low  premiums  for  persons  who  consider  fhemselves 
healfhy.  For  example,  a  policy  mighf  exclude  mafemify  care  or  prescription 
drugs,  or  bofh,  fo  keep  fhe  premium  low.  Alfernafively,  a  policy  fhaf  offers 
unlimifed  hospifalizafion,  physician  visifs,  home  healfh  care,  and  prescrip¬ 
tion  coverage  will  be  considerably  more  expensive. 

Insurance  carriers  fhaf  serve  fhis  markef  are  afraid  of  adverse  selecfion, 
fhe  sifuafion  fhaf  occurs  when  people  who  expecf  fo  have  high  medical  cosfs 
are  more  likely  fo  purchase  healfh  insurance  fhan  people  who  expecf  fo  have 
low  cosfs.  If  an  insurer  enrolls  a  disproporfionafe  number  of  high-cosf  people 
relative  fo  fhe  premium  charged,  if  can  spell  financial  ruin  for  fhe  company. 
Insurance  companies  compefe  by  minimizing  fheir  risk  of  enrolling  high-cosf 
members  or  charging  higher  premiums  fo  compensafe  for  fhe  expecfed  risk. 
To  fhe  exfenf  possible  wifhin  fhe  sfafe ’s  regulafory  environmenf,  insurance 
companies  implemenf  a  variefy  of  measures  fo  avoid  high-cosf  enrollees. 
These  sfrafegies  include  refusing  fo  issue  policies  fo  persons  wifh  a  hisfory 
of  medical  problems,  excluding  coverage  for  preexisfing  conditions,  and 
emphasizing  relafively  inexpensive  prevenfive  services  while  limiting  ofher 
services  (e.g.,  menfal  healfh  and  subsfance  abuse  freafmenf).  Insurers  failor 
deductibles  fo  differenf  groups,  and  fhey  actively  markef  fo  persons  likely 
fo  be  af  lower  risk  (e.g.,  fhe  self-employed)  vs.  fhose  wifh  anficipafed  higher 
cosfs  (e.g.,  fhe  unemployed  or  early  retirees). 
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In  states  where  there  are  regulations  to  limit  risk  selection  of  individuals, 
there  might  be  requirements  for  some  form  of  communify  rafing.  Pure  com- 
munify  rafing  sefs  premium  rafes  based  on  fhe  acfual  cosf  of  healfh  care  for 
all  subscribers  in  a  specific  geographic  area  (e.g.,  a  sfafe  or  region  of  a  sfafe). 
The  puresf  form  of  communify  rafing  prohibifs  any  variafion  in  insurance 
premium  rafes  based  on  an  individual’s  or  one  employer  group’s  claims 
experience.  Modified  forms  of  communify  rafing  allow  premium  rafe  setting 
based  on  age,  sex,  family  composifion,  and  indusfry  classification,  sfill  pro- 
hibifing  seffing  rafes  for  a  particular  individual  or  employer  group  based  on 
fheir  anficipafed  claims  experience.  Forms  of  communify  rafing  affempf  fo 
pool  more  people  wifh  varying  kinds  of  risks  and  reduce  premiums  for 
persons  wifh  greafer  expecfed  medical  expenses.  However,  fhe  resulf  is 
fypically  fhaf  persons  who  perceive  fhemselves  as  being  low  risk  believe  fhe 
insurance  is  priced  foo  high  for  fheir  needs  and  drop  ouf  of  fhe  markef, 
leaving  fhe  markef  composed  of  higher-cosf  individuals.  Similarly,  experi- 
menfs  by  sfafes  fo  creafe  pools  for  high-risk  individuals  have  nof  been 
successful  in  making  insurance  more  available  fo  low-income  individuals 
wifh  chronic  illness.  The  funds  are  usually  underfunded  and  unable  fo 
reduce  premiums  fo  an  affordable  level. 

Despife  some  reforms,  many  sfafes  allow  insurers  fo  medically  under- 
wrife  enrollees  and  experience  rafe  premiums.  Underwrifing  involves  fhe 
process  of  selecfing,  classifying,  and  pricing  premiums  for  groups  of  people 
wifh  fhe  same  expecfed  medical  cosfs.  Experience  rafing  involves  seffing 
premiums  based  on  historical  utilization  of  medical  services.  The  combina- 
fion  of  selecfion  practices  and  experience  rafing  allows  insurers  in  mosf  sfafes 
fo  charge  low  premiums  fo  younger,  healfhier  people  while  older  or  chron¬ 
ically  ill  people  usually  face  rafes  fhey  carmof  afford. 

Wifh  fhe  dramatic  changes  in  fhe  labor  markef,  particularly  fhe  shiff 
from  manufacfuring  fo  refail  and  service  jobs  and  from  lifelong  positions 
wifh  a  single  company  fo  freelance  and  independenf  confracf  work,  fhere  is 
increasing  inferesf  in  making  individual  healfh  insurance  more  comprehen¬ 
sive  and  affordable  for  persons  who  are  self-employed  or  whose  employer 
does  nof  offer  healfh  insurance.  However,  policy  analysis  who  sfudy  fhe 
individual  markef  propose  several  mechanisms  fo  balance  fhe  inferesfs  of 
low-risk  and  high-risk  people  as  well  as  persons  of  varying  income  levels. 
These  include  regulating  fhe  number  and  fype  of  policies  fhaf  can  be  offered, 
subsidies  for  individuals  fo  purchase  insurance,  and  paymenfs  fo  insurance 
companies  fo  compensafe  for  individuals  wifh  high  medical  cosfs.  The  goal 
of  fhese  proposals  is  fo  have  general  faxpayers  assume  fhe  risk  of  persons 
wifh  higher  medical  cosfs  and  nof  low-risk  persons  wifh  low  cosfs  who 
purchase  fheir  healfh  insurance  in  fhe  individual  markef. 

Medicaid 

Medicaid  has  evolved  far  beyond  ifs  original  concepf  in  1965,  which  was  fo 
provide  federal  supporf  for  sfafe  medical  welfare  programs.  Af  presenf. 
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Medicaid  covers  over  40  million  people  in  the  U.S.  and  accounts  for  more 
than  15%  of  national  healfh  care  spending.  Medicaid  is  fhe  largesf  healfh 
insurance  program  in  fhe  U.S.  in  ferms  of  fhe  number  of  enrollees.  In  1998, 
Medicaid  paid  for  one  fhird  of  all  birfhs,  half  of  nursing  home  care,  and  fhe 
healfh  care  for  25%  of  children  under  fhe  age  of  five. 

In  addition,  Medicaid  has  become  fhe  financing  mechanism  for  many 
persons  and  conditions  considered  uninsurable  by  fhe  commercial  markef 
(employer-sponsored  or  individual).  Medicaid  covers  persons  living  wifh 
HIV /  AIDS,  persons  infecfed  wifh  fuberculosis,  and  fhe  chronically  disabled. 
Medicaid  provides  supporf  for  managed  care  sysfems  and  communify-spon- 
sored,  long-ferm  care  arrangemenfs  for  persons  wifh  physical  and  menfal 
disabilities.  If  provides  supplemenfal  insurance  coverage  for  low-income 
Medicare  beneficiaries  and  coverage  for  persons  wifh  disabilities  who  are 
able  fo  work  if  fhey  have  adequafe  medical  supporf. 

Medicaid  is  a  joinf  federal-sfafe  program.  Each  sfafe  adminisfers  ifs  own 
program  wifhin  broad  guidelines  esfablished  by  Congress  and  monitored 
by  fhe  Cenfer  for  Medicare  and  Medicaid  (CMS).  Wifhin  federal  paramefers, 
fhe  sfafes  sef  fheir  own  financial  eligibilify  criteria  for  enrollmenf,  and  fhe 
scope,  fype,  amounf,  and  durafion  of  services  covered  in  fheir  Medicaid 
program.  There  is  fremendous  variation  among  fhe  sfafes  along  all  fhese 
dimensions.  A  few  sfafes  have  fairly  generous  eligibilify  criferia  and  have 
expanded  significanfly  on  fhe  minimum  sef  of  benefifs  fhaf  musf  be  offered. 
Mosf  sfafes  have  very  sfringenf  criferia  for  eligibilify,  and  each  sfafe’ s  Med¬ 
icaid  benefifs  package  reflecfs  fhe  sfafe ’s  approach  fo  limif  benefifs  wifhin 
sfafufory  and  regulafory  protections  for  beneficiaries. 

Medicaid  is  funded  by  bofh  fhe  federal  governmenf  and  fhe  sfafes.  The 
federal  governmenf  pays  each  sfafe  according  fo  a  formula,  covering  50  fo 
80%  of  a  sfafe ’s  approved  Medicaid  program  expendifures.  The  funding 
is  open  ended:  fhe  more  fhe  sfafe  spends,  fhe  more  federal  mafching  dollars 
if  draws  down.  Medicaid  is  fhe  second  largesf  budgef  ifem  in  sfafe  budgefs. 

Medicaid  is  an  enfiflemenf  program,  meaning  fhaf  any  individual  who 
meefs  fhe  eligibilify  criferia  musf  be  allowed  fo  enroll  immediafely  and 
receive  prompf  medical  assisfance.  Eligibilify  is  bofh  categorical  and  means 
fesfed.  Individuals  musf  fif  info  a  cafegory  of  persons  eligible  for  Medicaid, 
as  well  as  demonsfrafe  fheir  lack  of  means  by  disclosing  personal  financial 
information.  Categories  of  eligibilify  include  persons  whom  Congress  has 
hisforically  viewed  as  deserving  of  public  medical  welfare.  These  include 
fhe  lowesf-income  families  wifh  dependenf  children  on  cash  welfare  pro¬ 
grams,  families  in  which  a  parenf  is  making  fhe  fransifion  from  welfare  fo 
work,  low-income  pregnanf  women,  low-income  children,  and  low-income 
elderly  and  disabled.  Single  adulfs,  childless  couples,  illegal  immigranfs,  and 
many  legal  immigranfs  are  excluded  from  sfafe  Medicaid  programs  unless 
fhe  sfafe  chooses  fo  fund  fheir  coverage  wifhouf  federal  supporf. 

The  income  sfandard  often  used  by  fhe  federal  and  sfafe  governmenfs 
fo  determine  eligibilify  for  Medicaid  is  fhe  federal  poverfy  level  (EPL). 
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Income  eligibility  standards  for  various  categories  of  Medicaid  are  sef  as 
percenfages  of  fhe  FPL,  e.g.,  100%  FPL,  125%  FPL,  or  250%  FPL.  In  2002,  fhe 
FPL  for  a  family  of  fhree  was  $15,020.  Some  cafegories  of  Medicaid  also 
require  fhaf  individuals  meef  an  assef  fesf,  which  measures  fhe  value  of 
savings  accounfs  and  personal  properly.  Togefher,  fhe  income  fesf  and  fhe 
assef  fesf  consfifufe  means  fesfing  for  many  cafegories  of  Medicaid. 

Since  1997,  when  Congress  separafed  Medicaid  from  fhe  cash  benefif 
welfare  program,  no  one  is  automatically  enrolled  in  Medicaid.  Individuals 
musf  apply  fo  be  covered  by  Medicaid.  Besides  falling  info  one  of  fhe  eligible 
cafegories,  individuals  who  apply  for  Medicaid  musf  meef  financial  eligibil- 
ify  criferia  esfablished  by  fheir  sfafe  wifhin  federal  guidelines.  In  many  sfafes, 
fhese  criferia  are  exfremely  resfricfive.  Parenfs  who  work  full  time  af  fhe 
minimum  wage  and  have  dependenf  children  are  eligible  for  Medicaid  in 
only  one  fhird  of  fhe  sfafes.  Alfhough  Medicaid  is  fhe  main  insurance  pro¬ 
gram  for  low-income  persons,  if  in  facf  covers  only  44%  of  persons  below 
fhe  FPL  ($15,020  for  a  family  of  fhree  in  2002). 

By  law  and  regulation,  each  sfafe  Medicaid  program  musf  provide  more 
extensive  coverage  fhan  fhaf  provided  by  commercial  insurance  plans.  Med¬ 
icaid  prohibifs,  or  severely  resfricfs,  almosf  all  fhe  mechanisms  used  by 
commercial  insurers  fo  confrol  cosfs,  such  as  cosf  sharing,  exclusions  for 
preexisfing  conditions,  limifafions  on  menfal  healfh  and  subsfance  abuse 
services,  and  denial  of  services  if  significanf  improvemenf  carmof  be  dem- 
onsfrafed.  For  children,  sfafe  Medicaid  programs  musf  cover  services  fhaf 
foster  growfh,  developmenf,  and  fhe  prevenfion  of  disabilify,  and  nof  only 
fhe  freafmenf  of  illness  or  injury. 

Since  fhe  1980s,  fo  confrol  Medicaid  expendifures  and  fo  obfain  more 
value  for  public  funds,  sfafes  have  required  fhaf  Medicaid  beneficiaries  enroll 
in  managed  care  plans.  In  2001,  57%  of  Medicaid  beneficiaries  were  enrolled 
in  some  form  of  managed  care.  Because  Medicaid  paymenfs  fo  managed 
care  organizations  are  based  on  historically  tow  provider  paymenfs  under 
fhe  fee-for-service  Medicaid  program,  sfafes  find  if  increasingly  difficulf  fo 
affracf  and  refain  commercial  managed  care  organizations  as  confracfors. 
Commercial  managed  care  organizations,  whose  primary  focus  is  fo  markef 
fo  employer  groups  and  organize  services  for  an  employed  population,  often 
have  difficulfy  managing  services  for  fhe  Medicaid  beneficiaries,  who  fre- 
quenfly  have  more  complex  healfh  and  social  needs  as  well  as  literacy  and 
linguisfic  barriers.  Almosf  half  fhe  Medicaid  beneficiaries  enrolled  in  man¬ 
aged  care  are  served  by  plans  fhaf  specialize  in  organizing  services  for  fhe 
Medicaid  populafion. 

State  ChildrerTs  Health  Insurance  Program  (SCHIP) 

Alfhough  a  separate  program,  fhe  SCHIP  is  closely  linked  fo  Medicaid. 
In  1997,  Congress  passed  SCHIP  fo  address  fhe  glaring  problem  of  10 
million  children  in  fhe  U.S.  being  uninsured.  Creafed  shorfly  after  fhe 
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failure  of  fhe  Clinfon  healfh  plan,  SCHIP  was  designed  fo  cover  uninsured 
poor  and  near-poor  children  whose  parenfs  earn  foo  much  fo  qualify  for 
Medicaid. 

Like  Medicaid,  SCHIP  is  adminisfered  by  fhe  CMS.  If  is  also  a  join! 
federal-sfafe  program,  wifh  fhe  federal  governmenf  mafching  sfafe  expen- 
difures  af  a  rafe  more  favorable  fhan  under  fhe  Medicaid  program.  Similar 
fo  Medicaid,  SCHIP  is  adminisfered  by  fhe  sfafes  under  broad  federal  param- 
efers. 

Wifh  SCHIP,  Congress  was  infenf  on  nof  creafing  anofher  enfiflemenf 
program  and  on  giving  sfafes  greafer  flexibilify  wifh  benefifs  and  cosf  shar¬ 
ing  fhan  fhey  have  under  Medicaid.  Consequenfly,  sfafes  were  given  fhe 
option  of  parficipafing  in  SCHIP  by  expanding  fheir  Medicaid  programs, 
creafing  a  separafe  child  healfh  program,  or  a  combinafion  of  fhe  approaches. 
During  fhe  implemenfafion  of  SCHIP,  sfafes  decided  fo  develop  SCHIP  as 
an  expansion  of  fheir  Medicaid  program  or  fo  creafe  SCHIP  more  along  fhe 
lines  of  a  commercial  insurance  producf.  Sfafes  choosing  fo  expand  fheir 
Medicaid  program  musf  follow  all  fhe  Medicaid  rules  regarding  eligibilify 
deferminafion,  benefifs,  and  prohibition  of  cosf  sharing.  Sfafes  choosing  fo 
implemenf  a  separafe  program  can  offer  a  more  limifed  benefif  package, 
require  cosf  sharing  from  parenfs,  and  impose  a  cap  on  enrollmenf. 

Therefore,  like  Medicaid,  fhere  is  fremendous  variabilify  among  fhe 
sfafes  in  fhe  reach,  scope,  and  success  of  SCHIP  in  covering  previously 
uninsured  children.  Nearly  all  sfafes  now  cover  children  af  leasf  fo  150%  of 
fhe  FPL,  wifh  a  few  sfafes  expanding  coverage  fo  350%  of  FPL.  SCHIP  has 
also  equalized  coverage  among  children  of  differenf  ages,  so  fhaf  all  children 
under  fhe  age  of  19  years  have  fhe  same  benefif  package.  Previously,  under 
Medicaid,  only  fhe  youngesf  children  were  eligible  for  coverage  buf  slighfly 
older  school-age  children  in  fhe  same  family  were  nof.  Some  sfafes  have  also 
faken  advanfage  of  a  special  provision  under  SCHIP  and  cover  fhe  parenfs 
of  children  enrolled  in  SCHIP.  As  of  2002,  nearly  4  million  children  were 
enrolled  in  SCHIP.  This  enrollmenf  has  reduced  fhe  number  of  uninsured 
children  by  abouf  1  million.  SCHIP  enrollmenf  has  facilifafed  fhe  enrollmenf 
in  Medicaid  of  more  Medicaid-eligible  children  and  has  buffered  fhe  erosion 
of  family  coverage  under  many  employer-sponsored  healfh  plans. 

Taken  fogefher,  SCHIP  and  Medicaid  are  fhe  healfh  insurance  safefy  nef 
for  children  in  fhe  U.S.  According  fo  fhe  Kaiser  Family  Foundation,  fhe 
majorify  of  children  in  low-income  families  (below  200%  of  fhe  FPL)  are 
eligible  for  eifher  Medicaid  or  SCHIP.  As  of  2001, 8.5  million  children  remain 
uninsured,  nearly  all  being  eligible  for  SCHIP  or  Medicaid.  Special  chal¬ 
lenges  exisf  wifh  fhe  enrollmenf  of  immigranf  children  and  simplifying  fhe 
enrollmenf  and  reenrollmenf  processes  for  all  eligible  children. 

Medicare 

Medicare  is  fhe  federal  healfh  insurance  program  fhaf  covers  U.S.  people 
over  age  65  and  persons  wifh  permanenf  disabilities.  In  2001,  if  covered  39 
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million  persons.  The  vast  majority  (87%)  of  the  39  million  Medicare  benefi¬ 
ciaries  are  65  years  and  older.  Five  million  Medicare  beneficiaries  are  younger 
adulfs  wifh  disabilifies  or  end-sfage  renal  disease. 

Medicare  is  an  enfiflemenf  program  and  serves  all  eligible  beneficiaries 
regardless  of  income  or  medical  hisfory.  Like  Social  Securify,  Medicare  is 
based  on  a  sysfem  of  social  insurance.  Medicare  is  composed  of  fwo  pro¬ 
grams.  Medicare  Parf  A  covers  inpafienf  care  in  hospifals  and  skilled  nursing 
facilifies.  If  also  covers  hospice  care  and  some  home  healfh  care.  Parf  A  is 
financed  by  a  1 .45%  payroll  fax  paid  by  bofh  employees  and  employers  (2.9% 
for  self-employed  persons).  Currenf  employers  and  employees  pay  for  fhe 
healfh  care  of  currenf  Medicare  beneficiaries,  wifh  fhe  expecfafion  fhaf  when 
fhey  reach  age  65  fhey  will  receive  fhe  same  benefifs.  In  fhe  U.S.,  when  people 
furn  65  years  of  age,  fhey  are  aufomafically  eligible  for  Medicare’s  Parf  A, 
and  fhey  do  nof  have  fo  pay  for  fhe  hospifal  insurance  if  fhey,  or  a  spouse, 
paid  Medicare  faxes  when  fhey  were  working. 

Medicare  Parf  B  is  a  volunfary  form  of  insurance,  and  beneficiaries 
choose  whefher  fo  enroll  in  fhis  parf  of  Medicare.  Parf  B  is  financed  parfly 
by  a  premium  charged  fo  fhe  beneficiary  ($54/ mo  in  2002)  and  fypically  is 
deducfed  from  fhe  beneficiary’s  Social  Securify  check.  The  resf  of  Parf  B 
funding  comes  from  general  federal  fax  revenues.  Medicare  Parf  B  helps 
cover  physicians’  services,  oufpafienf  hospifal  care,  and  some  ofher  medical 
services  nof  covered  under  Parf  A.  Nearly  95%  of  Medicare  beneficiaries 
choose  fo  enroll  in  Parf  B  because  fhe  federal  govemmenf  pays  for  75%  of 
fhe  premium  cosf .  Medicaid  pays  fhe  Parf  B  premium  for  low-income  elderly. 

Medicare  covers  a  broad  range  of  basic  healfh  care  services.  Plowever, 
ifs  benefif  package  has  changed  liffle  since  if  was  firsf  implemenfed,  excepf 
for  fhe  addifion  of  some  prevenfive  services.  Medicare  does  nof  cover  ouf¬ 
pafienf  prescripfion  drugs  or  long-ferm  care.  Bofh  Parf  A  and  Parf  B  have 
high  cosf-sharing  requiremenfs  (deductibles  and  copaymenfs).  Mosf  benefi¬ 
ciaries  have  some  form  of  supplemenfal  coverage  fo  help  pay  for  fhe  gaps 
in  coverage.  Sources  of  supplemenfal  coverage  include  employer  retiree 
benefifs,  Medicaid  for  low-income  beneficiaries,  or  purchase  of  an  individ¬ 
ual,  privafe  Medigap  policy.  All  fhese  forms  of  supplemenfal  coverage  cover 
expenses  nof  paid  by  Medicare.  Despife  fhe  commonness  of  supplemenfal 
coverage,  27%  of  Medicare  beneficiaries  lacked  prescripfion  drug  coverage 
in  1998.  Medicare  beneficiaries  over  65  years  of  age  spenf  an  average  of  22% 
of  fheir  income  on  healfh  insurance  premiums  and  healfh  care  services  in 
2000.  The  elderly  wifh  no  supplemenfal  coverage  spenf  abouf  44%  of  fheir 
income  on  healfh  care  in  2000. 

Medicare  has  played  a  key  role  in  reducing  poverfy  among  fhe  elderly 
since  if  was  esfablished  in  1965.  Plowever,  fhe  growing  role  of  medicafions 
in  prevenfing  and  freafing  illness  resulfs  in  high  ouf-of-pockef  spending 
or  unfilled  prescriptions  for  beneficiaries  wifhouf  adequafe  prescripfion 
coverage.  Furfher,  drug  coverage  is  predicfed  fo  decline  furfher  wifh  fhe 
erosion  of  refiree  healfh  benefifs  and  fhe  rise  of  Medigap  premiums.  A 
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major  challenge  facing  Medicare  is  the  expansion  of  benefits  while  control¬ 
ling  the  costs  of  the  program. 

Medicare  has  had  mixed  success  with  encouraging  HMOs  to  participate 
in  Medicare  and  encouraging  beneficiaries  to  select  an  HMO  over  the  original 
Medicare  program.  The  Medicare  +  Choice  (also  called  Part  C)  program 
allows  Medicare  beneficiaries  to  enroll  in  a  managed  care  plan.  By  joining  a 
Medicare  +  Choice  plan,  beneficiaries  usually  have  reduced  cost  sharing  and 
often  receive  extra  benefits,  such  as  more  preventive  services,  case  manage¬ 
ment  or  care  coordination,  or  prescription  drugs.  Under  the  Medicare  + 
Choice,  beneficiaries  allow  Medicare  to  collect  the  monthly  Part  B  premium, 
and  they  may  pay  a  premium  charged  by  the  plan  in  exchange  for  additional 
benefits.  Medicare  pays  the  plan  a  monthly  premium  for  each  beneficiary 
enrolled. 

During  most  of  the  1990s,  Medicare  enrollment  in  HMOs  expanded 
rapidly.  However,  in  1999,  plans  began  to  withdraw  from  Medicare  +  Choice, 
forcing  500,000  beneficiaries  to  return  to  the  original  Medicare  by  2002.  Plans 
stated  that  they  withdrew  because  of  inadequate  payment  and  heavy  admin¬ 
istrative  requirements.  In  2001, 14%  of  Medicare  beneficiaries  were  enrolled 
in  Medicare  HMOs. 

There  is  widespread  agreement  that  Medicare  needs  to  be  modernized 
in  terms  of  its  benefits,  administration,  and  financing.  Designed  to  meet  acute 
medical  needs,  the  program  requires  restructuring  to  promote  prevention, 
address  the  prevalence  of  chronic  illness,  and  coordinate  services  for  bene¬ 
ficiaries  with  multiple  chronic  conditions.  Many  administrative  reforms  have 
been  recommended  to  allow  Medicare  to  expand  its  customer  service  capac¬ 
ity  (to  beneficiaries,  providers,  and  health  plans),  update  purchasing  strate¬ 
gies,  promote  evidence-based  clinical  practices,  offer  multiple  products, 
improve  quality,  and  take  greater  advantage  of  the  Internet  and  other  tech¬ 
nological  irmovations. 

From  its  inception  in  1966,  Medicare’s  eligible  population  doubled  in 
size  by  2000,  and  is  projected  to  double  again  by  2030.  This  growth  places 
enormous  pressure  on  the  two  trust  funds  that  finance  Medicare.  Congress 
has  the  challenge  of  improving  benefits  and  protecting  Medicare’s  most 
vulnerable  beneficiaries  while  restricting  overall  program  expenditures  and 
securing  financing  of  the  program.  The  options  facing  Congress  include  some 
combination  of  cutting  payments  to  providers,  raising  taxes,  reducing  ben¬ 
efits,  and  asking  beneficiaries  to  pay  more.  Because  of  the  popularity  of  the 
Medicare  program  with  beneficiaries  and  the  power  of  elder  voters.  Congress 
has  tended  to  insulate  beneficiaries  from  greater  out-of-pocket  costs  and 
chosen  to  reduce  provider  payments  and  freeze  payments  to  health  plans. 

Managed  Care 

Managed  care  is  the  complex  mix  of  organizational,  clinical,  and  financial 
activities  that  ensure  the  provision  of  appropriate  health  care  services  in  a 
cost-effective  marmer.  The  term  has  taken  on  many  meaning  to  patients. 
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providers,  and  politicians.  However,  in  its  ideal  form,  managed  care  works 
to  ensure  that  the  appropriate  service  is  provided  at  the  appropriate  time  in 
the  appropriate  place.  There  are  t5^es  of  managed  care  organizations  and 
delivery  sysfems,  and  fhere  are  also  specific  managed  care  fools  fhaf  can  be 
applied  in  fradifional  settings  fo  move  a  service,  program,  or  delivery  sysfem 
furfher  along  fhe  continuum  from  fee-for-service  fo  managed  care. 

Managed  care  was  inifially  embraced  fo  counfer  fhe  escalating  cosfs  and 
disforfed  incentives  in  fhe  fee-for-service  sysfem.  Under  fhe  fee-for-service 
healfh  care,  a  physician,  hospifal,  or  ofher  healfh  pracfifioner  charges  sepa- 
rafely  for  each  pafienf  encounfer  or  service  rendered.  Expendifures  increase 
if  fhe  fee  ifself  increases,  if  more  unifs  of  service  are  provided,  or  if  more 
expensive  services  are  subsfifufed  for  less  expensive  ones.  In  fhe  U.S.,  fhe 
fee-for-service  sysfem  has  hisforically  favored  insfifufional  care  over  com- 
munify-based  care,  acufe  care  over  preventive  care,  and  medical  infervenfion 
over  pafienf  educafion  and  self-care. 

The  besf-known  form  of  managed  care,  HMOs,  evolved  fo  give  greafer 
emphasis  fo  early  and  preventive  care  and  fo  confrol  cosfs.  Wifh  varying 
degrees  of  success,  HMOs  have  implemenfed  fhe  original  ideal  of  early 
identification  of  healfh  concerns,  reducing  financial  barriers  fo  preventive 
care,  and  coordinafion  of  care  when  illness  or  injury  occurs.  In  fheir  ideal 
form,  HMOs  fake  a  population-based  approach  fo  healfh  services  delivery, 
proacfively  assessing  fhe  healfh  needs  of  enrollees  and  promoting  services 
af  fhe  individual,  provider,  and  communify  level. 

HMOs  implemenf  fhis  model  by  requiring  fhaf  members  selecf  a  primary 
care  physician  fo  coordinafe  fheir  care,  including  referrals  fo  specialisfs  and 
ofher  healfh  pracfifioners.  They  f5q)ically  puf  in  place  financial  incentives  fo 
physicians  for  providing  healfh  screenings  and  ofher  prevenfive  services. 
HMOs  also  limif  fheir  provider  networks  in  order  to  channel  referrals  fo 
pracfifioners  and  facilities  fhaf  agree  fo  cerfain  criferia  relafed  fo  access,  cosf, 
and  qualify.  The  HMO  ifself  fakes  acfive  responsibilify  in  identifying  enroll¬ 
ees’  healfh  needs,  reminding  enrollees  when  fhey  are  due  for  prevenfive 
healfh  services,  coordinating  care,  and  providing  healfh  educafion  direcfly 
fo  members. 

The  backlash  fhaf  has  occurred  in  fhe  U.S.  againsf  managed  care  resulfed 
when  some  managed  care  organizafions  emphasized  cosf  confainmenf 
almosf  exclusively.  Highly  publicized  stories  abouf  denied  care  and  pafienfs 
being  forced  fo  leave  fhe  hospifal  before  if  was  safe  for  fhem  fo  do  so  have 
engendered  supporf  for  a  Pafienf’s  Bill  of  Righfs  and  have  slowed  fhe  growfh 
of  enrollmenf  in  HMOs  in  employer-sponsored  plans.  In  1996,  31%  of  cov¬ 
ered  workers  selecfed  HMOs,  and  by  2002  fhis  percenfage  dropped  fo  26%, 
a  level  fhaf  appears  fo  have  sfabilized. 

Preferred  provider  organizations 

Preferred  provider  organizafions  (PPOs)  are  now  fhe  mosf  popular  form  of 
healfh  insurance  among  persons  wifh  employer-sponsored  healfh  insurance. 
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More  than  half  (52%)  of  covered  workers  are  enrolled  in  PPOs.  PPOs  are 
enfifies  composed  of  hospifals,  physicians,  and  ofher  providers  fhaf  markef 
fhemselves  fo  purchasers  (fypically  employers).  PPOs  offer  some  of  fhe 
advanfages  of  HMOs,  parficularly  coverage  for  prevenfive  services,  buf 
enrollees  do  nof  have  fo  selecf  a  primary  care  physician  and  can  refer  fhem¬ 
selves  fo  specialisfs.  PPOs  are  less  expensive  fhan  indemnify  insurance  plans, 
because  fhere  is  a  defined  network  of  providers  fhaf  offer  discounfed  rafes. 
Enrollees  have  a  choice  of  using  fhe  PPO  nefwork  or  going  oufside  fhe 
nefwork,  buf  fhere  are  financial  incenfives  fo  use  PPO  providers. 

Point  of  service  plans 

Poinf  of  service  (POS)  plans  are  available  wifh  some  large  employers  who 
offer  employees  a  choice  of  plans  (e.g.,  HMO,  PPO,  and  fee-for-service). 
Subscribers  can  selecf  among  differenf  plans  when  fhey  need  healfh  services 
rafher  fhan  locking  fhemselves  info  one  model.  The  cosf-sharing  arrange- 
menfs  differ  wifh  each  plan,  wifh  fhe  cosfs  associafed  wifh  care  fhrough  fhe 
HMO  being  lowesf  and  cosfs  under  fee-for-service  being  highesf. 

Primary  care  case  management 

Primary  care  case  managemenf  (PCCM)  is  a  form  of  managed  care  used  in 
Medicaid.  If  is  mosf  common  in  sparsely  populafed  areas  where  fhere  are 
no  HMOs  available  fo  confracf  wifh  fhe  sfafe.  PCCMs  are  physicians  or 
groups  wifh  arrangemenfs  wifh  physicians  fhaf  confracf  wifh  fhe  sfafe  Med¬ 
icaid  agency  fo  coordinafe  and  monifor  fhe  use  of  primary  care  services  by 
enrolled  beneficiaries.  PCCM  confracfs  cover  less  fhan  fhe  full  sef  of  Medic¬ 
aid  benefifs  and  fypically  involve  minimal  financial  risk. 

Managed  care  tools 

Despife  widespread  dissafisfacfion  wifh  fighf  resfricfions  on  care  and  pro¬ 
vider  choice  under  managed  care,  privafe  managed  care  organizafions  have 
developed  many  irmovafive  fools  fhaf  are  considered  promising  bofh  fo 
confrol  cosfs  and  improve  qualify  for  selecfed  pafienfs,  procedures,  or  diag¬ 
noses.  Many  of  fhese  fools  can  be  adapfed  by  any  purchaser,  insurer,  or 
provider  of  healfh  care  services. 

Managed  care  financial  incentives 

Managed  care  organizafions  infenfionally  implemenf  paymenf  mechanisms 
fo  achieve  predicfable  and  sfable  expendifures.  Capifafion  is  fhe  mefhod  of 
paying  providers  a  fixed  monfhly  amounf  for  each  enrollee.  The  paymenf 
amounf  does  nof  change  according  fo  fhe  amounf  or  fype  of  services  pro¬ 
vided.  Capifafion  paymenfs  can  be  made  fo  primary  care  physicians  for 
primary  care  services,  fo  specialfy  groups  for  specialfy  services,  or  fo  enfifies 
providing  laboratory,  radiology,  or  behavioral  healfh  services.  While  capifa- 
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tion  protects  against  over-utilization,  it  raises  concerns  about  under-utiliza¬ 
tion.  Increasingly,  capitation  arrangements  are  accompanied  by  additional 
payment  for  achieving  other  indicators  success,  e.g.,  high  immunization 
rates,  mammography  rates,  extended  office  hours,  participation  in  continu¬ 
ing  education  programs. 

Ofher  financial  incentives  include  bonuses  for  conservafive  pracfice 
sfyle,  usually  in  conjunction  wifh  incenfives  for  qualify,  access,  and  pafienf 
safisfacfion.  Sfill  anofher  mechanism  is  for  physicians  fo  share  some  of  fhe 
financial  risk  for  hospifal  care. 

The  appropriafeness  of  financial  incenfives  fo  confrol  healfh  care  cosfs 
and  improve  qualify  is  a  subjecf  of  greaf  inferesf  fo  healfh  policymakers  and 
healfh  services  researchers.  A  consensus  on  appropriafeness  of  fypes  and 
degrees  of  financial  incenfives  is  sfill  evolving. 

Managed  care  administrative  cost  controls 
If  fhere  are  no  incenfives  in  fhe  mefhod  of  paymenf  for  providers  fo  pracfice 
conservafively,  managed  care  organizafions  f5q)ically  implemenf  forms  of 
adminisfrafive  oversighf  fo  confrol  cosfs.  This  usually  involves  prior  aufho- 
rizafion  of  elecfive  admissions  fo  hospifals;  ongoing  review  of  fhe  hospifal 
sfays;  and  prior  aufhorizafion  of  expensive  services,  e.g.,  radiology  scans,  or 
services  particularly  sensitive  fo  provider-generafed  demand,  such  as  pain 
managemenf  clinics.  Much  of  fhe  criticism  abouf  managed  care  has  cenfered 
on  fhe  marmer  in  which  prior  aufhorizafion  has  been  pracficed,  i.e.,  applying 
if  fo  all  referrals  fo  specialisfs.  Mosf  managed  care  enfifies  have  cuf  back  on 
fhe  use  of  prior  aufhorizafion  and  now  fargef  fhis  fool  fo  cerfain  condifions, 
procedures,  or  providers  in  which  dafa  indicafe  fhe  pofenfial  for  urmecessary 
ufilizafion. 

Culture  of  physician  practice 

Some  medical  groups  have  developed  a  culfure  of  efficiency  as  an  alfemafive 
fo  financial  incenfives  and  adminisfrafive  confrols.  Building  or  fransforming 
fhe  pracfice  culfure  requires  a  fighf  knif  medical  group  wherein  fhere  is  a 
willingness  fo  incorporafe  cosf  efficiency  fhroughouf  fhe  enfire  pracfice. 

Demand  management 

Demand  managemenf  is  an  evolving  managed  care  fool.  Usually  imple- 
menfed  af  fhe  healfh  plan  level,  fhe  fechniques  include  sfrafegies  fo  idenfify 
enrollees  wifh  specific  problems  or  condifions  and  infervene  early  wifh 
educafion,  referrals,  and  coordination  of  care  fo  assure  appropriafe  use  of 
healfh  services.  Some  plans  operafe  felephone  or  compufer  helplines  sfaffed 
by  healfh  professionals  and  use  incoming  calls  as  an  opporfunify  fo  screen 
for  healfh  needs  or  remind  pafienfs  abouf  prevenfive  healfh  pracfices. 
Anofher  fechnique  is  fo  conducf  oufgoing  calls  fo  new  members  fo  idenfify 
fhose  wifh  pregnancy,  disabilities,  or  chronic  illness  fo  facilifafe  early  infer- 
venfion  and  case  managemenf.  These  confacfs  may  be  followed  by  mailing 
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health  educational  materials,  video  or  audio  tapes,  or  enrolling  in  a  specific 
disease  management  program  in  which  arrangements  are  made  for  home 
visifs  or  nurses  call  enrollees  af  home  fo  assure  fhaf  fhey  are  complefing 
specific  self-care  acfivifies. 

Data  analysis  and  provider  profiling 

Managed  care  plans  have  learned  fo  “mine”  claims  dafa,  looking  for  mem¬ 
bers  who  have  elevafed  lead  blood  levels,  pregnancy  fesfs,  diagnoses  of 
chronic  disease,  or  are  filling  medicafions  no  longer  considered  efficacious. 
These  are  opporfunifies  fo  infervene  wifh  bofh  members  and  providers  fo 
improve  access  fo  prevenfive  services,  educafional  programs,  and 
sfafe-of-fhe-arf  clinical  care. 

Many  managed  care  enfifies  have  developed  a  sysfem  of  profiling 
physicians  in  which  fheir  pafferns  of  providing  and  ordering  services  is 
compared  fo  a  benchmark,  usually  ofher  physicians  of  fhe  same  type  par¬ 
ticipating  in  the  plan.  Typically,  these  are  used  to  encourage  physicians  to 
alter  their  practice  patterns  through  the  influence  of  peer  review  and  evi¬ 
dence.  In  some  cases,  fhe  profiles  may  be  used  fo  require  parficipafion  in 
confinuing  medical  educafion  as  a  condifion  for  confinuing  parficipafion 
in  fhe  plan. 

Clinical  practice  guidelines 

As  managed  care  fools  evolved,  many  healfh  care  enfifies  began  fo  develop 
clinical  pracfice  guidelines,  usually  specific  fo  a  specific  disease  or  condifion. 
This  responsibilify  has  been  increasingly  assumed  by  fask  forces  on  various 
healfh  issues  organized  by  fhe  federal  governmenf  and  nafional  specially 
organizafions.  These  are  now  widely  available  fhrough  professional  organi¬ 
zations  and  fhe  Infernef.  Mosf  healfh  plans  now  rely  on  fhis  nafional  work 
and  focus  fheir  resources  on  disseminating  fhese  guidelines  and  adapfing 
as  sfandards  for  fheir  own  plans. 

Pharmacy  benefit  managers 

Pharmacy  benefif  managemenf  companies  (PBMs)  are  privafe  firms  hired 
by  healfh  plans,  unions,  and  employers  fo  adminisfer  oufpafienf  drug  ben- 
efifs.  In  fhe  presenf  environmenf  of  rising  drug  cosfs  and  ufilizafion  and  fhe 
infroducfion  of  new  and  cosflier  medicafions,  mosf  purchasers  and  healfh 
plans  have  fumed  fo  PBMs  fo  perform  fhis  responsibilify.  Developing  rapidly 
in  fhe  mid-1990s,  PBMs  now  sef  fhe  sfandard  for  managemenf  of  drug 
benefifs.  In  fhe  U.S.,  nearly  200  million  Americans,  70%  of  fhe  populafion, 
have  fheir  drug  benefifs  managed  fhrough  a  PBM. 

PBMs  reduce  adminisfrafive  cosfs  of  managing  drug  benefifs  by  using 
a  highly  aufomafed  environmenf.  According  fo  a  sfudy  sponsored  by  fhe 
Healfh  Care  Financing  Adminisfrafion  (HCFA),  over  99%  of  all  claims  are 
processed  elecfronically  af  fhe  pharmacy  where  fhe  prescripfion  is  dispensed, 
af  an  average  cosf  of  $0.30  fo  $0.40  per  claim. 
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PBMs  use  a  variety  of  mechanisms  to  reduce  drug  costs,  and  the  follow¬ 
ing  strategies  are  elaborated  in  Chapter  19: 

•  Retail  pharmacy  discounts 

•  Formulary  development 

•  Manufacturer  rebates 

•  Therapeutic  substitution 

•  Generic  substitution  and  tiered  copayments 

•  Mail  order  and  internet  pharmacy  services 

•  Drug  utilization  review 

•  Prior  authorization  of  high-cost  drugs  or  drugs  subject  to  misuse 

PBMs  produce  substantial  savings,  value,  and  efficiency  in  drug  benefit 
programs.  Most  criticisms  of  PBMs  focus  on  the  use  of  formularies.  There  is 
concern  that  PBMs  select  drugs  based  more  on  their  rebates  from  pharma¬ 
ceutical  manufacturers  than  on  the  efficacy  of  specific  drugs.  There  is  also 
criticism  about  the  use  of  therapeutic  substitution  to  enforce  formulary  com¬ 
pliance.  The  practices  of  PBMs  are  under  particular  scrutiny  because  of  the 
prominence  they  have  in  managing  drug  benefits  and  the  potentially  even 
greater  role  under  Medicare  and  Medicaid  programs. 

Covering  the  uninsured 

The  number  of  uninsured  in  the  U.S.  has  persisted  and  grown  during  periods 
of  both  economic  growth  and  downturn.  With  workers  and  their  dependents 
accounting  for  80%  of  the  uninsured,  there  is  now  broader  recognition  that 
the  system  of  employer-sponsored  health  insurance  will  not  on  its  own 
provide  coverage  to  all  working  people.  There  are  several  proposals  for 
expanding  health  insurance  coverage  in  the  U.S.  All  the  proposals  attempt 
to  address  the  challenge  of  increasing  coverage  for  persons  who  earn  too 
much  to  qualify  for  public  programs,  who  cannot  afford  individual  coverage 
or  cost-sharing  requirements  of  their  employer,  or  whose  employer  does  not 
offer  coverage.  The  proposals  cover  the  range  of  strategies  and  mechanisms, 
including  enrollment  in  public  programs,  expanded  access  to  coverage 
through  employers,  and  tax  credits  or  subsidies  to  purchase  health  insurance 
individually. 

Expansion  of  public  programs 

Typically,  these  options  propose  building  on  the  extensive  infrastructure  that 
already  exists  for  Medicare,  Medicaid,  and  the  SCHIP  and  expanding  the 
number  of  persons  covered  by  these  public  programs.  The  options  include 
expanding  income  thresholds  for  eligibility,  lowering  age  limits  for  eligibility 
(Medicare),  raising  the  age  limits  (SCHIP),  and  allowing  persons  to  purchase 
coverage  through  these  programs  at  subsidized  premiums.  They  also  call 


318 


Managing  Pharmacy  Practice 


for  streamlining  enrollment  in  Medicaid  and  SCHIP  so  that  currently  eligible 
yet  uninsured  persons  obtain  coverage.  Because  Medicaid  and  SCHiP  are 
operated  by  the  states  under  federal  guidelines  and  are  jointly  funded  by 
the  state  and  federal  government,  these  proposals  emphasize  the  involve¬ 
ment  and  capacity  of  state  governments  to  design,  administer,  and  support 
financially. 

Proposals  to  expand  employer-sponsored  coverage 

Because  the  majority  of  people  in  the  U.S.  obtain  their  health  coverage 
through  their  employers,  there  are  many  proposals  to  build  on  this  infra¬ 
structure  and  increase  access  to  employer-sponsored  coverage.  These  pro¬ 
posals  include  a  wide  range  of  suggestions,  including  both  requiring  and 
implementing  incentives  for  employers  to  offer  health  insurance,  extending 
access  to  employer-sponsored  coverage  for  the  unemployed  and  early  retir¬ 
ees,  forming  purchasing  pools  for  small  employers,  and  providing  subsidies 
to  small  employers  and  employers  with  large  number  of  low- wage  workers. 
Also  included  are  proposals  that  allow  the  uninsured  to  buy  in  to  large 
employer  group  systems,  such  as  the  Federal  Employees  Health  Benefits 
Program. 

Incentives  to  individuals  to  purchase  health  insurance 

Because  of  the  problems  with  job  lock,  continuity  of  coverage  through 
employer-sponsored  coverage,  low  eligibility  levels  for  Medicaid  and  SCHIP, 
and  the  inequities  perpetuated  by  the  favorable  tax  treatment  of 
employer-sponsored  insurance,  several  health  policy  analysts  have  proposed 
expanding  individuals’  ability  to  select  and  purchase  their  own  health  insur¬ 
ance.  These  proposals  cover  a  broad  range  of  strategies,  including  completely 
delinking  employment  and  the  purchase  of  health  insurance,  supplementing 
the  expansion  of  public  programs  with  a  system  of  tax  credits  for  mid¬ 
dle-income  people,  trying  to  reach  all  the  uninsured  through  tax  credits,  and 
making  group  insurance  rates  available  to  individuals  by  establishing  local 
or  state  purchasing  pools,  health  insurance  exchanges,  or  Internet-based 
brokers.  The  proposals  vary  considerably  in  the  extent  to  which  they  call  for 
reform  of  the  current  individual  health  insurance  market,  which  is  plagued 
with  difficulties. 

The  problem  of  underinsurance 

An  estimated  30  million  people  in  the  U.S.  are  underinsured,  i.e.,  having 
health  insurance  coverage  less  than  adequate.  As  a  consequence,  these  indi¬ 
viduals  and  families  experience  high  out-of-pocket  costs  (e.g.,  premium  pay¬ 
ments,  deductibles,  and  copayments)  and  maximum  benefit  limits.  Many 
policies  exclude  specific  services,  such  as  maternity  services,  mental  health 
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services,  long-term  care,  or  prescription  drugs.  Although  their  problems  are 
not  as  severe  as  those  without  any  insurance,  the  underinsured  experience 
many  of  the  same  problems  of  barriers  fo  care  and  financial  hardship. 

Influence  of  cultural  values 

Each  nafion  fhaf  has  implemenfed  universal  healfh  insurance  has  creafed  ifs 
sysfem  in  fhe  confexf  of  culfural,  polifical,  and  economic  values.  The  values 
held  by  ofher  advanced  counfries  fhaf  supporf  universal  healfh  care  include 
a  sense  of  nafional  and  communify  responsibilify,  social  solidarify  univer- 
salify  equify,  accepfance  of  fhe  role  of  govemmenf,  and  skepficism  abouf 
markefs  in  addressing  social  and  human  needs.  Polifical  and  economic  val¬ 
ues  shape  fhe  adminisfrafive  and  financial  dimensions  of  fheir  healfh  sys- 
fems.  As  a  resulf,  each  sysfem  is  unique  in  ifs  balance  of  cenfral  and  local 
decision-making,  fhe  power  and  role  of  hospifals  and  physicians,  and  fhe 
exfenf  fo  which  mar  kef  forces  allocafe  resources. 

In  confrasf  fo  people  in  ofher  advanced  nafions,  people  in  fhe  U.S.  value 
choice,  compefifion,  individual  and  family  accounfabilify,  and  volunfeerism, 
and  are  skeptical  of  fhe  govemmenf.  As  in  ofher  nafions,  polifical  and  eco¬ 
nomic  forces  have  furfher  shaped  fhe  U.S.  healfh  sysfem,  specifically  fhe 
sysfem  of  healfh  insurance.  As  a  resulf,  people  in  fhe  U.S.  folerafe  a 
fhree-fiered  sysfem  of  coverage:  fhose  wifh  privafe  healfh  insurance,  fhose 
wifh  public  insurance,  and  fhose  wifhouf  any  coverage.  Any  reforms  are 
likely  fo  reflecf  fhe  core  values  of  individual  accounfabilify,  volunfary  par- 
ficipafion,  and  a  level  of  confidence  in  mar  kef  forces. 
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Managing  pharmacy  benefits 

In  the  U.S.,  more  than  two  thirds  of  workers  and  their  dependents,  retired 
workers,  and  family  members  receive  health  care  coverage  through  employ¬ 
ers.  Although  this  represents  virtually  no  change  in  the  employer-covered 
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population  over  several  years/  several  factors  affect  employer  coverage  of 
healfh  care,  such  as  cosf  frend  increases  in  healfh  benefifs,  arrival  of  fechno- 
logical  irmovafions,  and  shiffing  markefplace  d5mamics  for  all  players  in  fhe 
healfh  care  sysfem  changing  fhe  nafure  of  job-based  healfh  coverage. 

If  is  hard  fo  recall  fhaf  jusf  a  few  decades  ago  fhe  fypical  healfh  insurance 
policy  did  nof  include  coverage  for  prescription  medications.  For  a  variefy 
of  insurance  coverage,  pricing,  and  medical-polifical  reasons,  medicafions 
were  considered  peripheral  parfs  of  freafing  an  illness  or  injury  and  nof 
infegral  componenfs  in  fhe  freafmenf  confinuum.  Lafe  in  fhe  20fh  cenfury, 
labor  unions  in  fhe  U.S.  demanded  fhe  inclusion  of  drug  benefifs  as  parf  of 
healfh  insurance  coverage  and  employers  were  forced  fo  comply. 

The  earliesf  drug  benefif  was  a  componenf  of  fhe  major  medical  policy 
wifh  coverage  effecfive  affer  an  annual  deductible  had  been  mef.  To  receive 
reimbursemenf,  a  plan  member  submitted  receipfs  from  fhe  pharmacy  for 
fhe  charges  incurred.  The  confracf  usually  required  fhaf  fhe  U.S.  Food  and 
Drug  Adminisfrafion  (FDA)  approve  fhe  drug,  fhaf  if  be  available  by  pre¬ 
scription  only,  and  fhaf  a  physician  or  ofher  approved  professional  prescribe 
if  for  freafing  a  medical  condition. 

In  fhe  1980s,  wifh  fhe  availabilify  of  more  sophisficafed,  real-fime  com- 
pufer  nefworks,  online  access  fo  informafion  made  if  possible  for  pharma- 
dsfs  fo  check  a  pafienf’s  eligibilify  for  benefifs  af  fhe  poinf  of  sale.  Pharma- 
dsfs  could  also  verify  producf  cosf  and  copaymenf  informafion.  By  fhis  fime, 
prescripfion  drug  benefifs  had  fripled  from  2-3%  fo  7-10%  of  fhe  healfh  care 
benefif  dollar,  af  which  poinf  employers  were  becoming  concerned  abouf 
benefif  cosf.^  Inferesfingly,  fhe  amounf  of  money  spenf  on  drugs  is  one  area 
in  which  fhe  U.S.  compares  favorably  wifh  ofher  nations.  Per  capifa  cosfs 
for  pharmaceuficals  are  higher  in  England,  Japan,  Germany,  France,  Canada, 
and  Ausfralia  fhan  in  fhe  U.S. 

In  fhe  U.S.,  a  variefy  of  individuals  or  groups  purchase  and  pay  for  healfh 
service,  including  employers.  By  definition,  fhe  payer  is  fhe  govemmenf, 
employer,  or  individual  who  pays  fhe  healfh  care  provider  for  providing  healfh 
care  services.  Payers  in  fhe  privafe  sector  include  fhe  following/ 

1.  Self-funded  employers  (large  employers  who  provide  fheir  own 
funding  for  healfh  care  cosfs) 

2.  Groups  of  employers  (employer  coalitions) 

3.  Groups  of  employees  (unions) 

4.  Individual  pafienfs  who  buy  privafe  insurance  or  pay  for  healfh  care 
ouf  of  pockef. 

Increasing  drug  cosfs  and  fhe  affordabilify  of  healfh  care  confinue  fo  be 
imporfanf  issues  fo  employers  and  consumers.  Drugs  and  prescripfion  drug 
benefifs  have  come  a  long  way.  Af  presenf,  almosf  everyone  recognizes  fhaf 
fhe  appropriate  selecfion  and  use  of  pharmaceuficals  as  parf  of  fhe  overall 
healfh  care  of  individuals  is  an  imporfanf  componenf  of  fhe  healfh  care 
delivery  sysfem  in  fhe  U.S. 
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Buyer  of  drugs 

Since  the  inception  of  medication  insurance  coverage,  there  have  been 
major  changes  in  the  way  prescription  drugs  are  purchased.  During  that 
time,  payment  for  prescripfion  medicafions  moved  from  a  consumer-dom- 
inanf  and  cusfomer-sensifive  environmenf  fo  a  markefplace  confrolled  by 
a  complex  process  of  fhird-parfy  communicafions  and  paymenfs  for  pre- 
scripfion-medicafion-relafed  producfs  and  services.  The  direcf  relafion- 
ship  befween  fhe  pafienf  and  fhe  refail  pharmacisf  has  been  replaced  wifh 
a  sysfem  in  which  fhe  pafienf  deals  wifh  several  organizafions  (e.g.,  PBM, 
Healfh  Plan,  and  fhe  Employer  as  Plan  Sponsor).  These  organizafions 
frequenfly  focus  on  populafion  managemenf,  pricing  formulas,  and  vari¬ 
ous  global  assumpfions  rafher  fhan  on  acfual  individual  pafienf  care  and 
fofal  benefif  cosf.  The  dynamic  change  in  process  and  funding  has  resulfed 
in  fhe  replacemenf  of  fhe  refail-based  consumer  markefplace  wifh  a  mar¬ 
kefplace  fhaf  has  virfually  removed  consumers  from  fhe  purchase  deci¬ 
sion. 

Pafienf  s’  direcf  paymenf  for  prescripfions  has  been  replaced  wifh 
fhird-parfy  purchasers,  who  are  agenfs  for  fhe  ulfimafe  payers,  fhe  healfh 
benefif  sponsors  (employers).  Thus,  pafienfs  have  little  knowledge  of  fhe 
fofal  cosfs  of  fhe  prescribed  medicafions.  As  a  resulf,  fhe  cosfs  of  fhe  medi¬ 
cafions  are  hidden  from  pafienfs  because  of  fixed  small  dollar  copaymenfs 
or  limifed  coinsurance  cosfs  af  fhe  poinf  of  service. 

So  who  is  fhe  buyer  of  pharmacy  services?  The  buyer  has  evolved  info 
a  combinafion  of  fhe  pafienf,  payer  (employer  or  governmenf),  and 
fhird-parfy  prescripfion  benefif  adminisfrafor. 

Pafienfs,  as  all  consumers,  wanf  fo  receive  fhe  mosf  value  in  producfs 
or  services  for  fhe  dollars  fhey  spend.  Wifhin  a  prescripfion  drug  benefif 
program,  pafienfs,  as  consumers,  wanf  fo  receive  a  convenienf  and  effective 
freafmenf  for  fhe  lowesf  ouf-of-pockef  cosf.  In  addition,  fhey  and  fheir  phy¬ 
sicians  expecf  little  hindrance  in  providing  and  receiving  prescribed  freaf¬ 
menf  s.  Nof  encumbered  by  price  fhey  look  for  fhe  mosf  value,  which  fre¬ 
quenfly  franslafes  info  fhe  lafesf  medicafion  wifh  ifs  perceived  greafer  value. 
They  also  wanf  fhe  largesf  quanfify  possible  and  fhe  mosf  medicafion  for 
each  plan  copaymenf  or  coinsurance  cosf  af  fhe  pharmacy. 

The  benefif  plan  sponsor,  also  as  a  consumer,  wanfs  fo  mainfain  a  healfhy 
workforce  wifhouf  being  required  fo  handle  time-consuming  employee  com- 
plainfs  from  a  benefif  program  for  a  reasonable  and  budgef-predicfable  cosf. 
Wifh  all  healfh  benefifs,  when  fhere  are  two  parties  who  perceive  themselves 
as  consumers,  there  are  occasional  disagreements  as  to  the  best  value  and 
right  cost  for  a  producf  or  service.  Healfh  care  is  a  very  personal  matter,  and 
wifh  a  fradifional  copaymenf  arrangemenf  fhere  is  a  large  difference  in  a 
pafienf’ s  share  of  fhe  cosf  vs.  fhe  sponsor’s  share  of  fhe  cosf.  Similarly,  fhere 
are  significanf  differences  befween  fhe  fwo  consumers  in  fheir  percepfion  of 
fhe  value  of  drug  benefif  cosf  vs.  ifs  expense. 
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Seller  of  drugs 

On  the  other  side  of  the  marketplace  equation  is  the  seller:  the  pharmacy, 
drug  wholesaler,  or  prescription  drug  manufacturer.  Drug  manufacturers 
desire  to  provide  FDA-approved  (safe  and  effective)  producfs  developed 
and  manufacfured  af  fhe  lowesf  possible  cosf  and  sell  fhem  fhrough  fhe 
disfribufion  charmel  af  a  price  fhaf  allows  for  maximum  profif.  They  musf 
sell  a  producf  fhaf  has  a  perceived  markef  value  equal  fo  or  greafer  fhan  fhe 
cosfs  of  producfion,  promotion,  plus  fhe  projecfed  dollars  fhe  producf  makes 
fo  fhe  company’s  anficipafed  profif. 

In  fhe  prescription  drug  markefplace,  drug  manufacfurers  have  fradi- 
fionally  ignored  fhe  fradifional  consumers  of  fhe  producf  and  insfead 
focused  on  fhe  pafienf’s  healfh  provider,  infermediary  fhe  prescribing  phy¬ 
sician  or  clinician  in  accordance  wifh  fhe  need  for  a  prescripfion  under 
federal  law.  Physicians  and  ofher  prescribers  are  effecfive  agenfs  for  fhe  drug 
manufacfurer,  because  fhey  are  more  focused  on  fhe  producf’s  perceived 
value  fhan  fhe  producf’s  cosf.  Physicians  are  unaware  of  fhe  producf’s  cosf. 
Addifionally,  fhey  are  allowed  fo  fofally  discounf  fhe  cosf  since  fhey  are 
provided  a  supply  of  “free”  samples  fo  give  ouf  fo  fheir  pafienfs  so  physicians 
have  an  added  reason  fo  focus  on  value  over  cosf  since  fhey  wenf  fo  provide 
a  pafienf  fhe  besf-perceived  value  available.  This  dynamic  of  perspecfives 
allows  fhe  manufacfurer  fo  effecfively  remove  fhe  drug  producf  cosf  from 
fhe  perceived  value  in  fhe  pafienf  decision-making  process.  This  scenario 
leaves  a  plan  sponsor  as  fhe  primary  payer  and  fhe  only  parfy  wifh  concerns 
abouf  fhe  acfual  cosf  of  fhe  producfs.  In  ofher  words,  fhe  plan  sponsor  is 
required  fo  pay  fhe  majorify  of  resulfing  drug  producf  cosf  wifhouf  direcfly 
being  involved,  early  on,  in  producf  value  deferminafion. 

Other  health-benefit-related  organizations 

Traditionally,  fhe  ofher  key  players  in  fhe  prescripfion  drug  delivery  mar¬ 
kefplace  have  been  fhe  prescripfion  claims  adminisfrafors  or  pharmacy  ben- 
efif  managers,  whose  main  purpose  is  fo  maximize  fhe  value  of  fheir  phar¬ 
macy  nefworks  as  componenfs  of  drug  benefif  cosf.  The  pharmacy  network 
confracf  price,  mail  order  pharmacy  confracf  price,  and  so  on  can  be  nego- 
fiafed  af  a  more  favorable  cosf  along  wifh  fhe  relafively  inexpensive  claim 
adjudicafion  and  defailed  and  fimely  drug  claim  dafa  reporfing.  This  assisfs 
plan  sponsors  wifh  cosf  managemenf,  buf  still  does  nof  address  fheir  producf 
value  concerns.  Because  plan  sponsors  were  placed  in  fhis  reacfive  markef 
posifion  regarding  producf  value  deferminafion,  prescripfion  claims  admin¬ 
isfrafors  began  fo  ufilize  claims  adjudicafion  edifs.  An  example  of  fhis  f5q)e 
of  edif  is  fo  confirm  fhaf  fhe  recipienf  is  eligible  for  coverage,  as  well  as  fhe 
formulary  sfafus  of  fhe  prescripfion  drug.  These  edifs  were  infended  fo  help 
assure  plan  sponsors  fhaf  cerfain  logic-based  decisions  were  made  before 
paying  for  fhe  covered  producfs,  based  on  fheir  infended  plan  of  coverage. 
As  a  resulf,  fhe  coffage  indusfry  of  prescripfion  claims  adminisfrafors 
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evolved  into  the  highly  profitable  pharmacy  benefits  management  (PBM) 
industry  of  today 

PBM  companies  have  used  fhe  purchasing  power  of  fhe  unsophisticated 
plan  sponsor  to  negofiafe  preferred  financial  arrangemenfs  wifh  drug  man- 
ufacfurers  and  pharmacy  providers,  and  have  now  refocused  fhe  services 
intended  fo  provide  cerfain  value  decisions  before  paying  for  fhe  producfs 
fo  acfually  promofing  fhe  producfs  more  profifable  fo  fhe  PBM. 

There  are  more  fhan  81  national  PBM  companies.  They  range  in  size 
from  indusfry  gianfs  who  cover  56  million  lives  and  handle  350  million 
prescriptions  a  year  fo  small,  specialized  PBMs  who  handle  7000  lives  and 
80,000  prescriptions  per  year  and  mighf  operafe  on  more  local  or  regional 
levels. 

Af  presenf,  PBMs  wield  significanf  influence  in  fhe  managed  prescription 
drug  benefifs  arena.  They  are  nof  new,  buf  many  people  fhink  fhey  are  because 
fhey  have  become  much  more  numerous  and  visible  in  fhe  lasf  few  years. 

About  pharmacy  benefit  management  firms  (PBMs) 

A  PBM  company  is  an  organizafion  fhaf  applies  managed  care  principles 
and  procedures  fo  pharmacy  benefifs  fo  confain  cosfs  and  improve  qualify. 
PBMs  vary  in  size,  scope,  and  sophisficafion,  buf  perform  fhe  same  fasks. 
They  mighf  serve  as  fhird-parfy  adminisfrafors  solely  for  processing  claims 
for  paymenf  or  fhey  mighf  work  wifh  ofher  clienfs,  such  as  healfh  mainfe- 
nance  organizafions  (HMOs),  preferred  provider  organizafions  (PPOs),  gov- 
ernmenf  agencies,  or  ofher  fhird-parfy  adminisfrafors  (TPAs),  as  subconfrac- 
fors  fo  handle  more  sophisficafed  claim  communicafions,  e.g.,  drug 
ufilizafion  review  online. 

PBMs  offer  and  can  provide  fhe  following  services  fo  fheir  various 
clienfs: 

1.  General  supporf  and  consulfafive  services 

2.  Claims  processing  services  (including  online  adjudicafion,  check 
wrifing  procedures,  and  overpaymenf  profecfion  procedures) 

3.  Nefwork  supporf  and  developmenf  (including  online  access  fo  Infer- 
nef  pharmacies  and  mail  order  services) 

4.  Formulary  design,  developmenf,  implemenfafion,  and  maintenance 

5.  Rebate  programs 

6.  Communication  supporf 

7.  Clinical  services 

8.  Reporf  generafion 

9.  Information  services  (e.g.,  eligibilify  verification,  group  enrollmenf 
processes,  provider  files) 

10.  Performance  sfandards 

Alfhough  PBMs  vary  in  fheir  capabilifies  and  sfrafegic  focus,  fhey  all 
use  similar  fechniques  fo  manage  prescription  drug  cosfs:'* 
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•  Discounts  from  the  average  wholesale  price  (AWP)  and  dispensing 
fees  by  pharmacies  participating  in  the  PBM  network.  PBMs  negoti¬ 
ate  discounts  averaging  10  to  15%  below  AWP  and  dispensing  fees 
from  $1.50  to  $4.00,  regardless  of  prescription  cost  (the  average  dis¬ 
pensing  fee  is  around  $2.50). 

•  Formularies  that  promote  the  use  of  cost-effective  drugs  without 
diminishing  quality  of  care. 

•  Rebates  from  drug  manufacturers  whose  products  are  on  the  PBM’s 
formulary.  Rebates  are  issued  based  on  volume  of  drugs  sold  through 
PBM  networks.  The  percentage  of  rebate  passed  along  to  the  employ¬ 
er  depends  on  the  number  of  employees  covered  or  the  t5q)e  of 
coverage.  Not  all  PBMs  offer  the  same  level  of  rebate  savings.  The 
savings  range  is  from  0  to  100%. 

•  Generic  substitution  for  brand  name  drugs  with  generic  equivalents. 
A  client  can  save  as  much  as  20%  of  the  cost  of  the  brand  name  drug 
by  using  generic  equivalents. 

•  Benefit  design  expertise.  PBMs  can  deliver  significant  cost  savings 
with  the  proper  plan  design.  Clients  still  using  an  indemnity  program 
can  save  up  to  30%  through  a  well-designed  PBM  program  that 
mirrors  the  plan  design  while  adding  price  discounts  and  clinical 
programs  to  manage  program  costs  and  quality.  Clients  with  a  PBM 
program  already  in  place  can  also  save  money  by  refining  their 
program  (formulary,  quantity  limits),  updating  the  plan  design  (mul¬ 
tiple-tier  copay),  and  implementing  clinical  programs  (drug  utiliza¬ 
tion  review,  DUR,  health  management). 

Simply  put,  PBMs  traditionally  control  costs  by  managing  the  drug’s  price 
per  unit  and  the  number  of  units  consumed.  PBMs  offer  their  services  as  an 
inclusive  package,  on  a  menu  basis,  or  as  a  combination  customized  for  a 
particular  client. 

PBMs  are  also  characterized  by  a  series  of  relationships  among  many 
stakeholders:  payers,  providers,  consumers,  and  pharmaceutical  companies. 
Payers  include  employers,  employer  coalitions,  insurers,  managed  care  orga¬ 
nizations,  Medicare,  and  Medicaid.  Typically,  they  pay  the  net  prescription 
cost  and  a  per  claim  or  transaction  fee  to  the  PBM  for  claim  processing. 
Money  and  information  flow  back  to  the  payers  in  the  form  of  rebates  and 
a  variety  of  utilization  reports. 

Providers  are  the  pharmacists  and  physicians.  PBMs  contract  with  retail 
pharmacies  to  reimburse  for  drug  costs  at  negotiated  discount  rates.  Claims 
data  —  prescription  number,  date,  drug  name,  quantity  dispensed,  physician 
name,  and  cost  —  flow  back  to  the  PBM.  Concurrent  drug  utilization  alerts, 
such  as  potential  drug  interactions  or  duplicate  therapy,  are  transmitted  back 
to  the  pharmacy  before  the  prescription  is  dispensed.  Once  reviewed  by  the 
pharmacist,  the  claim  is  then  adjudicated  and  the  pharmacist  learns  from 
the  PBM  the  amount  paid  and  what  copay  to  collect. 
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Each  person  with  a  prescription  drug  benefit  is  a  consumer.  The  PBM 
maintains  an  eligibility  file  and  a  plan  benefif  design  file  againsf  which  claims 
are  compared.  This  allows  for  fhe  accurafe  adjudicafion  of  fhe  claim  accord¬ 
ing  fo  fhe  benefif  and  corresponding  copaymenf.  Consumers  also  benefif 
from  fhe  concurrenf  drug  ufilizafion  program,  which  helps  prevenf  drug 
misadvenfures. 

Pharmaceutical  companies  provide  per  prescription  rebafes  on  fheir 
selective  producfs  fhaf  are  included  on  fhe  PBMs  formulary  or  preferred 
drug  lisf.  In  refum,  fhe  pharmaceufical  companies  receive  informafion  on 
fhe  volume  of  fheir  prescriptions  dispensed  fhrough  fhe  PBM  pharmacy 
network. 

Although  PBMs  perform  many  of  fhe  same  claims  procedures  and 
price-orienfed  adminisfrafive  functions  as  TPAs,  fheir  involvemenf  in  fhe 
clinical  aspecfs  of  prescripfion  drug  managemenf  sefs  fhem  aparf. 

Thus,  PBM  funcfions  can  be  cafegorized  as  eifher  adminisfrafive  func- 
fions  or  drug  use  confrol  funcfions. 

The  adminisfrafive  funcfions  include: 

1.  Esfablishing  and  mainfaining  a  nefwork  of  pharmacy  providers 

2.  Processing  claims 

3.  Designing  fhe  pharmacy  plan  benefif 

The  drug  use  confrol  funcfions  are: 

1.  Developing  and  mainfaining  fhe  formulary 

2.  Performing  DURs 

3.  Providing  academic  defailing  fo  physicians 

PBM  service  contracting 

PBMs  f5^ically  confracf  wifh  employers  or  healfh  plans  under  one  of  fhree 
confracfual  models:  fee  for  service,  capifafion,  or  shared  risk. 

Under  fee  for  service,  fhe  mosf  common  model,  a  PBM  creafes  a  refail 
pharmacy  nefwork  and  receives  a  fee  for  each  claim  processed,  resulfing  in 
an  average  savings  of  10  fo  15%  compared  wifh  an  unmanaged  benefif. 

Under  capifafion,  a  fixed  amounf  is  paid  fo  fhe  PBM  in  advance  (e.g., 
per  member  per  monfh),  based  on  pasf  prescripfion  ufilizafion  patterns, 
demographics,  and  ofher  facfors  fhaf  affempf  fo  balance  risk  and  reward  for 
bofh  fhe  payer  and  fhe  PBM. 

In  a  shared  risk  arrangemenf,  bofh  fhe  employer  and  PBM  share  fhe  risk 
as  well  as  fhe  savings.  Por  example,  if  fhe  cosf  exceeds  fhe  fargef,  fhe  PBM 
shares  fhe  overrun;  conversely,  if  fhe  cosf  is  less  fhan  fhe  fargef,  fhe  PBM 
shares  fhe  savings. 

How  pharmacy  benefifs  are  managed  as  parf  of  a  fofal  healfh  care  benefif 
package  is  explained  by  a  carve-in  or  carve-ouf  model.  The  ferms  carve-in 


330 


Managing  Pharmacy  Practice 


and  unified  are  applied  when  prescription  drug  benefits  are  part  of  fhe 
general  healfh  care  package.  This  reflecfs  fhe  prescripfion  benefifs’  infegra- 
fion  wifh  ofher  healfh  care  benefifs,  as  opposed  fo  fhem  being  designed  and 
adminisfered  separafely.  Healfh  insurers,  such  as  an  HMO  or  Blue  Cross/ 
Blue  Shield,  manage  fhe  carved-in  benefifs  and  are  responsible  for  processing 
fhe  prescripfion  drug  claims.  Insurers  may  choose  fo  handle  fhe  claims 
fhrough  fheir  own  sysfems  or  subconfracf  fhaf  funcfion  fo  a  PBM.  The  lack 
of  flexibilify  and  cosf  confrols  in  unified  programs  far  outweigh  the  advan¬ 
tages,  particularly  in  traditional  major  medical  health  plans.Because  of  sev¬ 
eral  facfors,  drug  benefif  cosfs  in  a  fradifional  major  medical  environmenf 
mighf  be  subsfanfially  higher  fhan  in  a  separafely  managed  plan.  Furfher- 
more,  many  employers  wifh  managed  care  benefif  plans  fhaf  included  pre¬ 
scripfion  drugs  have  been  faced  wifh  double-digif  premium  increases  on 
renewal.®  Prescripfion  drug  cosfs  were  cifed  as  fhe  primary  reason,  along 
wifh  demand  for  greafer  access,  benefif  mandafes,  increased  use  of  medical 
care  by  an  aging  populafion,  and  confinuing  efforfs  by  managed  care  com¬ 
panies  fo  regain  profifabilify.®  Consequenfly,  many  employers  choose  fo  sep- 
arafe  or  “carve  ouf”  fheir  prescripfion  benefifs  in  order  fo  beffer  analyze  and 
confrol  expenses  in  fhis  increasingly  complex  arena. 

The  ferm  carve-out  indicafes  fhaf  adminisfrafion  and  managemenf  are 
handled  by  a  specialized  PBM  company,  fradifional  insurer,  or  TPA. 
Carved-ouf  pharmacy  benefifs  provide  flexibilify,  confrol,  and  an  array  of 
managemenf  opfions  fo  help  confain  cosfs  and  improve  qualify. 

Carve-ouf  programs  offer  several  advanfages:'’ 

1.  If  is  possible  fo  access  poinf-of-service  (POS)  benefif  validafion,  eli- 
gibilify  verification,  and  pricing  informafion  and  claims  submission 
dafa  when  drug  benefifs  are  separafe. 

2.  A  mail  order  program  can  be  infegrafed  wifh  refail  pharmacy  services 
so  fhaf  such  issues  as  employee  communications  and  ufilizafion  and 
cosf  reporting  are  coordinafed. 

3.  Various  plan  member  cosf-sharing  arrangemenfs  are  possible. 

4.  There  is  flexibilify  in  ferms  of  paymenf  fo  fhe  pharmacy.  For  example, 
members  required  fo  pay  fhe  full  cosf  of  fhe  drug  fo  fheir  pharmacy 
and  submif  paper  claims  for  reimbursemenf  receive  fhe  benefif  of  fhe 
confracfed  pharmacy’s  discounfed  rafe,  or,  conversely,  pay  a  $5  co- 
paymenf  per  prescripfion,  wifh  fhe  pharmacy’s  POS  sysfem  handling 
claims  processing  aufomafically. 

There  are  two  major  disadvantages  to  carve-out  programs: 

1.  In  cases  where  prescription  costs  are  part  of  fhe  major  medical  de¬ 
ductible,  an  employer  musf  pay  two  administrative  service  fees:  one 
fo  fhe  PBM  for  claims  adjudication  and  anofher  fo  fhe  medical  carrier 
for  claims  reimbursemenf  and  reporfing. 
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2.  A  carve-out  plan  typically  pays  all  pharmaceutical  claims  because 
they  are  filed  electronically  A  traditional  major  medical  paper-based 
plan  might  incur  higher  costs  as  a  result  of  fhe  shoebox  effecf.  This 
is  a  resulf  of  pafienfs  paying  for  prescription  drugs,  saving  and  fhen 
submitting  fheir  receipfs  for  reimbursemenf  af  a  lafer  dafe,  usually 
all  af  fhe  same  time  and  near  fhe  end  of  fhe  year. 

Evaluating  the  pharmacy  benefit:  auditing  performance  of  PBMs 
There  are  a  variefy  of  audifs  or  reviews  of  services  delivered  and  paid  for 
by  fhe  PBM,  including  fhe  following.'’ 

Comprehensive  audifs  measure  overall  PBM  performance  over  a  1-year 
period.  Refrospecfive  in  nafure,  all  prescription  claims  are  audifed  fo  defer- 
mine  whefher  fhe  producf  dispensed  was  covered  under  fhe  plan  design, 
fhe  person  was  eligible  fo  receive  services  af  fhe  time  of  sale,  fhe  discounfs 
were  applied  according  fo  confracf,  dispensing  fees  were  accurafe,  copays 
were  applied  correcfly,  and  so  on.  PBM  clinical  services  and  rebafes  may 
also  be  included  in  fhe  scope  of  a  comprehensive  audif. 

Refail  network  audits  are  t5^ically  conducted  on  an  ongoing  basis  by 
the  PBM,  managed  care  organization,  or  a  large  employer  group  that  con¬ 
tracts  directly  with  chain  and  independent  pharmacies.  These  audits  ensure 
the  validity  of  prescription  claims  and  curb  affempfs  of  fraud  and  abuse  af 
fhe  pharmacy  level. 

Repricing  audifs  measure  adherence  fo  fhe  confracf’s  financial  ferms. 
They  require  limifed  dafa  and  use  an  independenf  source  fo  confirm  average 
wholesale  price  on  fhe  dafe  of  service.  Discounfs  are  recalculafed  and  com¬ 
pared  wifh  fhe  confracfed  rafes,  and  dispensing  fees  and  copaymenfs  are 
verified  on  a  sample  sef  of  claims.  Compliance  wifh  plan  design  may  also 
be  included  in  fhe  scope  of  fhe  audif. 

Rebafe  audifs  measure  fhe  abilify  of  fhe  PBM  fo  obfain  and  recover  rebafe 
amounfs  and  fo  pass  fhe  appropriafe  portion  back  fo  fhe  clienf  according  fo 
confracf  ferms. 

Performance  guaranfee  audifs  measure  fhe  exfenf  fo  which  fhe  PBM  has 
complied  wifh  any  performance  guaranfees  included  as  parf  of  fhe  confracf, 
such  as  ID  card  production  fumaround  time,  mail  service  fumaround  fime, 
dispensing  accuracy,  cusfomer  service  response  fime,  and  member  safisfac- 
fion. 

Operafional  audifs  are  performed  onsife  af  fhe  PBM  and  verify  fhaf  fhe 
operafional  and  clinical  procedures  are  in  place  and  being  performed  as 
sfafed.  They  also  verify  any  operafional  procedures  specific  fo  plan  admin- 
isfrafion. 

PBM  plan  design 

The  managemenf  of  prescripfion  medication  benefifs  has  evolved  wifh  fhe 
overall  healfh  benefifs  sfrucfure.  The  processes  of  medication  coverage  have 
similarly  evolved  fo  a  primarily  aufomafed  acfivify  via  compufer  sysfems 
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that  has  incorporated  increasingly  sophisticated  utilization  management 
capabilities. 

Medication  therapy  costs  continue  to  rise  as  a  percentage  vs.  prior  year(s) 
and  have  risen  slightly  as  the  total  percentage  of  health  care  spending  overall 
to  13%  of  GDP.^  New  drug  fherapy  producfs  continue  fo  enfer  fhe  markef- 
place  jusf  as  ofher  improvemenfs  have  occurred  in  fhe  healfh  care  delivery 
sysfem.  The  resulfing  changes  in  care  impacf  fhe  relative  componenf  cosfs 
of  freafmenf,  such  as  medicafion  fherapy. 

Managing  pharmacy  benefits 

For  cosf,  qualify,  and  accessibilify  reasons,  pharmacy  benefifs,  like  all  ofher 
employee  benefifs,  are  managed.  PBM  may  be  defined  as  a  range  of  organi¬ 
zational  activities  designed  fo  influence  fhe  behavior  of  prescribers,  phar- 
macisfs,  and  pafienfs,  wifh  fhe  goal  of  impacfing  fhe  cosf  and  use  of  pre¬ 
scription  drug  coverage.  Drug  fherapy  has  become  cosfly,  complex,  and 
imporfanf  enough  fo  jusfify  fhis  organizational  oversighf,  managemenf,  and 
infervenfion  in  fhe  drug  use  process.  A  number  of  inferrelafed  parties  are 
involved  and  affecfed  by  fhe  process  of  PBM: 

•  Pafienfs  (subscribers/enrollees) 

•  Pharmacies 

•  Pharmacisfs 

•  Prescribers  (physicians  and  ofhers) 

•  Manufacfurers 

•  Privafe  or  public  secfor  (self-funded  employers,  insurance  companies 
or  healfh  plans,  and  Medicare  or  Medicaid  programs) 

•  Third-parfy  or  PBM  organizafions 

Pharmacy  benefit  plan  design 

Benefif  plan  design  refers  fo  fhe  agreemenf  befween  fhe  employer /payer  or 
fhe  designafed  plan  adminisfrafor/ manager  and  fhe  individual  enrollees, 
also  referred  fo  as  members,  subscribers,  or  pafienfs.  Benefif  design  basics 
include  such  issues  as  whaf  drugs  fhe  plan  covers  (and  does  nof  cover),  in 
whaf  quanfifies,  from  which  pharmacies  or  ofher  drug  sources,  and  af  whaf 
ouf-of-pockef  cosf  fo  members.  Plan  design  also  involves  such  operational 
issues  as  pharmacy  reimbursemenf,  claims  processing,  and  ufilizafion 
review.* 

The  imporfance  of  fhe  basic  plan  design  if  self  cannof  be  overemphasized. 
If  does  nof  matter  whefher  one  is  creafing  a  new  pharmacy  benefifs  plan, 
improving  an  exisfing  one,  or  preparing  fo  work  wifh  a  PBM  company.  If 
fhe  basic  plan  is  nof  well  fhoughf  ouf  and  failored  fo  a  company’s  own  needs 
and  circumsfances,  if  will  make  little  difference  how  effecfive  fhe  ofher 
componenfs  of  benefifs  managemenf  are.  All  fhe  parfs  of  PBM  are  inferre- 
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lated,  but  the  long-term  quality  and  effectiveness  of  an  overall  plan  begins 
wifh  how  well  fhe  benefifs  are  designed. 

The  ideal  pharmacy  benefits  plan 

According  fo  fhe  National  Pharmaceutical  Council  Prescription  Medicine  Benefit 
Program  Checklist f  benefifs  managers  and  fhe  companies  fhey  represenf  wanf 
a  pharmacy  benefif  plan  fhaf: 

1.  Covers  medications  fhaf  are  effecfive  in  freafing  pafienfs  as  well  as 
reducing  overall  medical  cosfs 

2.  Allows  prescribers  fhe  flexibilify  fo  selecf  medicafions  fhaf  meef  fhe 
needs  of  individual  pafienfs 

3.  Gives  plan  members  fhe  freedom  fo  choose  a  pharmacy  fhaf  is  readily 
accessible  fo  fhem 

4.  Encourages  wriffen  insfrucfion  sheefs,  medicafions  monitoring,  and 
personalized  counseling  by  fhe  pharmacisf 

5.  Monifors  pafienf  compliance  wifh  drug  fherapy 

6.  Mainfains  and  utilizes  pafienf  medicafion  records  fo  prevenf  un¬ 
necessary  and  pofenfially  harmful  drug  inferacfions  and  ofher  prob¬ 
lems  (called  medicafion  misadvenfures) 

7.  Employs  sfricf  qualify  assessmenf  sfandards 

8.  Conducfs  appropriate  review  of  drug  ufilizafion 

9.  Promofes  prudenf  pafienf  ufilizafion  of  benefifs  by  plan  members 
wifh  sfrafegies  fhaf  include  copaymenfs  or  plan  limifafions 

Basic  plan  elemenfs  include  fhe  following: 

1.  Member  cosf  share 

2.  Pharmacy  reimbursemenf 

3.  Plan  limifafions,  resfricfions,  and  exclusions 

4.  Provider  nefwork 

5.  Claim  processing  and  adminisf ration 

6.  Dafa  collecfion  and  reporting 

7.  DUR 

8.  Communication 

Characteristics  of  an  effective  pharmacy  benefit 

The  overall  goal  is  fo  creafe  pharmacy  benefifs  fhaf  meef  employees’  needs 
af  a  reasonable  cosf.  An  effecfive  pharmacy  benefif  promofes  fhe  following 
feafures:  qualify,  accessibilify  member  safisfacfion,  and  efficiency.  ^ 

Qualify  involves  excellence  and  meeting  expecfafions.  If  can  be  defined 
in  terms  of  ifs  sfrucfure,  process,  and  fhe  oufcomes  of  care.  Por  example,  fhe 
sfrucfure  of  pharmacy  care  deals  wifh  fhe  adequacy  of  fhe  personnel,  facil¬ 
ities,  and  technology  fhaf  provide  pharmacy  services. 
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Accessibility  refers  to  minimizing  barriers  to  receiving  pharmacy  bene¬ 
fits.  Other  barriers  might  be  issues  of  transportation  or  geography 

Efficiency  is  whether  available  resources  are  used  wisely;  for  example, 
drug  therapy  is  inefficient  if  urmecessary  drugs  are  prescribed  or  if  only 
expensive  drugs  are  prescribed. 

Member  satisfaction  involves  interpersonal  as  well  as  technical  aspects 
of  care.  Do  plan  members  feel  that  their  drug  benefits  are  of  high  quality? 
Are  they  convenient  to  access  and  pay  for?  Do  participating  pharmacists 
treat  patients  courteously  and  adequately  explain  the  drugs  being  dis¬ 
pensed? 

Basic  plan  elements 
Cost  share 

Copayments  at  the  point  of  service  are  the  most  common  form  of  cost 
sharing.  One  advantage  of  copayments  is  that  covered  plan  members  know 
what  their  out-of-pocket  expenses  will  be  when  they  pick  up  their  prescrip¬ 
tions,  and  these  amounts  are  deducted  from  what  the  PBM  or  insurer  pays 
to  the  pharmacy.  For  example,  if  a  prescription  has  a  retail  price  of  $50  and 
the  copayment  is  $15,  the  pharmacy  collects  $15  from  the  member  and  the 
remaining  $35  from  the  PBM.  Recently,  efforts  to  contain  costs  and  still  meet 
employee  expectations  for  choice  have  led  to  the  introduction  and  wide¬ 
spread  use  of  copayment  tiers.  Copayment  tiers  offer  different  levels  of  cost 
share  for  various  drug  categories.  For  example,  in  a  classic  two-tier  copay 
design,  a  lower  copay  such  as  $5  applies  to  generic  drugs,  and  a  higher  copay 
such  as  $15  applies  to  brand-name  drugs.  This  t5q)e  of  arrangement  (1) 
incents  members  to  use  generic  drugs  through  use  of  a  lower  cost  share  and 
(2)  helps  reduce  the  cost  burden  to  employers  by  passing  on  some  of  the 
higher  cost  of  brand  name  drugs  to  members.  A  variation  on  this  is  to  apply 
the  lower  cost  share  to  formulary  drugs,  both  brand  and  generic,  and  the 
higher  cost  share  to  nonformulary  drugs.  The  savings  to  the  employer  are 
less,  but  it  lays  the  foundation  for  formulary  utilization.  It  also  opens  the 
door  for  rebates  as  it  promotes  the  use  of  preferred  drugs  on  the  formulary. 
Rebates  are  offered  by  pharmaceutical  manufacturers  to  offset  the  cost  of 
some  single-source  brand-name  drugs.® 

The  trend  currently,  however,  is  the  multiple  or  the  most  common 
three-tier  copay  structure.  This  approach  offers  the  lowest  tier  for  generics, 
middle  tier  for  preferred  or  formulary  brand-name  drugs,  and  highest  tier 
for  nonpreferred  or  nonformulary  drugs.  Used  in  combination  with  a  for¬ 
mulary,  this  arrangement  helps  lower  the  drug  cost  for  employers  while 
maximizing  the  member’s  choice.  Another  advantage  is  that  drug  manufac¬ 
turers  offer  a  larger  rebate  when  a  three-tier  copay  system  is  part  of  the 
benefit  design.  At  least  one  plan  offers  a  fourth  tier  to  this  type  of  arrange¬ 
ment  for  lifestyle  or  life-enhancing  drugs  and  the  more  expensive  self-inject- 
able  bioengineered  drugs.  Often,  the  fourth  tier  uses  coinsurance  rather  than 
a  fixed  copayment  amount.^ 
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Coinsurance  maintains  the  member’s  portion  of  the  drug  cost  as  a  con¬ 
stant  percentage.  For  example,  the  member  will  always  pay  20%  of  fhe 
prescription  drug  cosfs.  The  paymenf  fo  fhe  pharmacy  for  fhe  prescripfion 
will  vary  based  on  fhe  allowable  refail  cosf  for  fhe  prescripfion.  The  same 
prescripfion  mighf  have  a  differenf  cosf  each  time  a  member  purchases  if 
because  of  price  changes  (increases  or  decreases)  from  fhe  drug  manufac- 
furer.  Employers  look  fo  coinsurance  as  a  means  fo  moderafe  fheir  increasing 
drug  benefif  cosfs  and  as  a  hedge  againsf  drug  producf  cosf  inflation. 

Cosf  sharing  affecfs  fhe  fofal  cosf  of  prescripfion  drug  benefifs  in  two 
ways:  It  affects  the  amount  paid  for  each  prescripfion,  and  if  also  affecfs 
ufilizafion.  According  fo  fhe  law  of  demand  in  economics,  as  price  increases, 
demand  fends  fo  decrease.  In  fhe  case  of  drug  prescripfions,  price  is  fhe 
member’s  ouf-of-pockef  expense.  As  cosf-sharing  (i.e.,  ouf-of-pockef 
expense)  increases,  ufilizafion  decreases. 

Cosf  sharing  can  also  be  sef  up  fo  reward  desired  behaviors.  This  is  fhe 
case  wifh  incenfives  fo  use  generic  producfs,  which  are  usually  less  expensive 
fhan  brand-name  drugs.  Generic  producfs  are  chemically  equivalenf  fo  fhe 
brand-name  (also  called  fhe  originafor  or  innovator)  producfs,  which  are 
profecfed  under  pafenf  for,  approximafely,  fheir  firsf  7  years  on  fhe  markef. 

In  every  sfafe,  drug  producf  selecfion  laws  and  regulations  specify 
means  by  which  fhe  prescriber  can  mandafe  fhe  use  of  a  branded  producf 
(dispense  as  wriffen  rule,  DAW).  When  fhe  prescriber  insisfs  on  a 
brand-name  drug,  is  fhe  pafienf  responsible  for  paying  fhe  price  difference 
befween  fhe  brand  name  and  fhe  generic  drug?  The  answer  depends  on  fhe 
benefif  design.  Some  designs  do  nof  hold  fhe  pafienf  responsible  for  a  pre- 
scriber’s  decision  and  do  nof  require  fhaf  fhe  difference  be  paid.  On  fhe  ofher 
hand,  for  plans  in  which  fhe  goal  is  fo  encourage  fhe  use  of  generic  producfs, 
pafienfs  mighf  be  required  fo  pay  fhe  price  difference,  even  fhough  fhe 
decision  fo  go  wifh  fhe  brand  name  drug  was  nof  fheirs.  This  gives  pafienfs 
plenfy  of  incentive  fo  requesf  fhaf  fheir  doctors  prescribe  generics  whenever 
possible. 

Plan  limitations,  restrictions,  and  exclusions 

Plan  limifafions,  resfricfions,  and  exclusions  f5q)ically  are  major  cosf-confain- 
menf  elemenfs  of  pharmacy  benefifs  plan  designs.  Examples  include  a  cap 
or  limif  on  oufpafienf  drug  benefifs  (usually  $2000  a  year  per  member),  fhe 
formulary  or  preferred  drug  lisf,  and  a  limif  on  fhe  quanfify  of  drugs  dis¬ 
pensed  per  prescripfion  (fhe  plan  pays  for  only  a  limifed  supply  of  medica- 
fion  af  one  time).  The  mosf  common  scenario  is  fhaf  fhe  plan  pays  for  a  30- 
fo  34-day  supply  of  a  prescribed  drug  af  a  pharmacy. 

Selecf  drugs  or  cafegories,  such  as  fhose  used  fo  freaf  migraines  or  male 
erectile  dysfunction,  may  be  subjecf  fo  quanfify  limifs  based  on  EDA  or 
manufacfurer  recommendafions.  Eor  example,  Viagra®  may  be  limifed  fo  8 
fablefs  per  30  days. 
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One  alternative  to  all  these  limitations  is  to  allow  larger  quantities,  such 
as  a  3-  to  6-month  supply,  to  be  purchased  for  chronic  conditions,  such  as 
diabetes  or  cardiovascular  disease,  through  a  mail  order  provider.  Although 
a  larger  supply  of  medicafion  increases  convenience  for  fhe  pafienf  and 
reduces  fhe  number  of  dispensing  fees  paid,  fhere  are  fewer  chances  fo 
infervene  on  drug  misadvenfures.  The  advanfages  of  a  smaller  supply 
include  reduced  producf  wasfe  if  a  prescripfion  is  discontinued,  more  mem¬ 
ber  cosf  sharing,  and  frequenf  moniforing  for  compliance  wifh  fhe  pafienf’s 
drug  fherapy 

The  cafegory  of  coverage  limifafions  (which  drugs  are  covered  and 
which  are  nof)  is  of  fen  imporfanf  in  plan  limifs.  Typically,  drugs  fhaf  are 
FDA  approved  and  available  only  by  prescripfion  are  covered  when  aufho- 
rized  by  a  professional  for  fhe  freafmenf  of  a  medical  condifion  or  are 
medically  necessary.  Typically,  over-fhe-counfer  (OTC)  or  nonprescripfion 
drugs  are  nof  covered  by  insurance,  alfhough  insulin  for  diabefes  is  fradi- 
fionally  exempf  from  fhis  rule.  The  rafionale  is  fhaf  mosf  OTC  producfs  are 
affordable  fo  pafienfs  wifhouf  fhe  use  of  insurance,  and  insurance  coverage 
could  easily  be  abused  by  plan  members,  fhus  increasing  cosf  fo  fhe  payer. 
Inferesfingly,  as  prescripfion  drugs  receive  FDA  approval  fo  move  from 
prescripfion  fo  nonprescripfion  sfafus  (e.g.,  Lofrimin®,  Zanfac®,  and  hydro¬ 
cortisone),  some  experfs  feel  fhaf  coverage  of  selecfed  prescribed  OTC  prod¬ 
ucfs  should  be  allowed  if  fhey  are  prescribed  by  aufhorized  providers 
because  if  mighf  lower  cosfs  and  consequenfly  improve  clinical  and  financial 
oufcomes  in  fhe  pharmacy  and  medical  benefif. 

A  second  cafegory  of  drugs  fhaf  many  plans  fradifionally  do  nof  cover 
is  referred  fo  as  drug  efficacy  sfudy  implemenfafion  (DESI)  drugs.  These 
drugs  were  reclassified  by  fhe  FDA  in  1962  as  safe,  buf  fhey  have  nof  been 
proven  fully  effective  under  currenf  regulafions.  Examples  of  DESI  drugs 
(brand  and  generic  forms)  include  friple  sulfa  vaginal  cream  (Sulfrin®), 
Tedral®,  promefhazine  cough  and  cold  combinations,  and  penfaeryfhrifol. 
Coverage  is  selecfively  exfended  fo  cerfain  cafegories  of  DESI  drugs  fhaf 
have  been  fesfed  for  efficacy. 

Third,  experimenfal  drugs  are  usually  excluded  from  coverage,  jusf  as 
healfh  insurance  policies  do  nof  cover  experimenfal  fherapies  or  procedures. 
Deciding  whefher  a  drug  is  experimenfal  is  easier  fhan  deciding  whefher  a 
fype  of  surgery,  for  insfance,  is  experimenfal  because  fhe  safefy  and  efficacy 
of  a  drug  musf  be  demonsfrafed  in  large  clinical  frials  before  fhe  EDA  allows 
if  on  fhe  markef.  Because  approval  by  fhe  EDA  is  fypically  granfed  by 
Medicaid  indication,  a  relafed  issue  is  fhe  use  of  EDA-approved  drugs  for 
unapproved  or  off-label  indications  (non-EDA-approved  use  of  an  approved 
drug).  Once  a  drug  is  on  fhe  markef,  fhough,  if  is  of  fen  used  for  additional 
purposes.  Flowever,  fhese  new  indications  have  nof  been  subjecf  fo  fhe 
rigorous  scientific  sfudy  involved  in  EDA  approval.  The  question  of  whefher 
off-label  use  consfifufes  experimenfal  use  remains  hofly  confesfed,  buf  fhe 
currenf  frend  is  fo  cover  approved  drugs  for  off-label  indications  when 
sufficienf  peer-reviewed  published  liferafure  supporfs  fhe  freafmenf. 
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Other  prescription  drugs  commonly  excluded  from  coverage  include 
injectables  administered  by  a  clinician,  anorexiants  (appetite  suppressants), 
smoking  cessation  products,  fertility  drugs,  oral  contraceptives,  vitamins, 
prescriptions  used  for  cosmefic  purposes,  allergy  and  biological  sera,  denial 
fluorides,  and  fherapeufic  or  medical  devices. 

A  differenf  buf  common  type  of  plan  limifafion  involves  a  prior  aufho- 
rizafion  (PA)  program.  This  occurs  when  fhe  drug  has  fo  be  approved  by 
fhe  plan  adminisfrafor  or  benefifs  manager  on  a  case-by-case  basis  before  if 
is  covered.  Typically,  a  PA  program  applies  fo  fargefed  drugs  fhaf  are  expen¬ 
sive,  require  moniforing  fo  reduce  fhe  risk  of  serious  side  effecfs,  or  whose 
effectiveness  is  limifed.  PAs  can  be  inconvenienf  af  fhe  very  leasf  because  of 
fhe  fime  fhe  approval  process  mighf  fake  and  fhe  delay  in  getting  a  needed 
prescription  filled.  However,  many  plan  adminisfrafors  have  implemenfed 
programs  in  which  a  42-  fo  72-hour  supply  can  be  dispensed  unfil  fhe  aufho- 
rizafion  can  be  received.  The  member  does  nof  go  wifhouf  medicafion  and 
fhere  is  fime  enough  for  fhe  PA  process  fo  be  complefed. 


Pharmacy  networks 

Pharmacies  as  a  provider  network 

A  provider  nefwork  is  a  group  of  pharmacies  fhaf  a  healfh  plan  has  con- 
fracfed  and  from  which  members  musf  choose  when  fhey  have  prescripfions 
filled.  PBMs,  insurers,  and  pharmacies  fhemselves  accomplish  esfablishing 
and  mainfaining  a  nefwork  of  pharmacy  providers.  For  example,  PBMs 
recruif  pharmacies  info  a  group,  negofiafe  paymenf  ferms,  and  monifor  and 
audif  nefwork  performance. 

As  wifh  physician  networks,  pharmacies  mighf  be  in  a  preferred,  sfan- 
dard,  or  secondary  nefwork  position.  The  nefwork  1)^)0  can  limif  access  by 
pafienfs  fo  selecf  pharmacies  who  are  nof  parf  of  a  parficular  nefwork.  In 
addition,  fhrough  designing  fhe  pharmacy  plan  benefif,  PBMs  can  offer 
varied  coverage  positions,  including  copaymenf  arrangemenfs,  mail  order, 
and  promotion  of  generic  or  formulary  drugs,  or  bofh,  fhrough  fhe  fypes  of 
networks. 

Contracting 

Pharmacy  reimbursement  consists  of  a  variefy  of  facfors,  buf  fhe  basic  com- 
ponenfs  are  as  follows: 

1.  A  dispensing  fee  (a  sef  amounf  paid  fo  a  pharmacisf  by  fhe  plan 
adminisfrafor  per  prescripfion  order  filled)  fhaf  is  added  fo  fhe  in- 
gredienf  cosf  of  fhe  medicafion.  This  fee  covers  preparafion  and  labor 
cosfs. 

2.  Ingredienf  cosf  of  fhe  drug,  which  can  be  based  on  an  average 
wholesale  price  (AWP),  maximum  allowable  cosf  (MAC),  esfimafed 
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acquisition  cost  (EAC),  wholesale  acquisition  cost  (WAC),  or  actual 
acquisition  cost  (AAC). 

3.  Any  applicable  sales  tax. 

Claims  processing  at  present  is  handled  through  electronic  switch  com¬ 
panies  that  PBMs  and  others  use  to  provide  electronic  online  claims  adjudi¬ 
cation  for  eligibility  or  payment,  reports  to  clients  on  benefit  utilization,  and 
payments  made  to  providers. 

Claims  processing  and  administration  are  fundamental  elements  of  a 
PBM.  Three  mefhods  are  fypically  utilized  in  handling  a  prescripfion  claim 
for  paymenf: 

1.  Direct  claim.  The  plan  member  pays  for  fhe  prescripfion  af  fhe  phar¬ 
macy,  fhen  submifs  a  claim  form  for  reimbursemenf.  This  was  fhe 
mosf  common  mefhod  before  fhe  use  of  elecfronic  claim  submissions. 

2.  Discount  prescription  card  system.  Plan  members  are  issued  a  card  or 
coverage  documenf  fo  be  presenfed  af  fhe  pharmacy  when  a  pre¬ 
scripfion  is  filled.  The  member  pays  100%  of  fhe  negofiafed  discounf- 
ed  cosf  of  fhe  prescripfion.  This  mefhod  has  become  more  popular 
wifh  Medicare  eligible  pafienfs  who  do  nof  currenfly  have  prescrip¬ 
fion  drug  coverage,  buf  join  or  purchase  a  card  program  from  a 
fhird-parfy  organizafion  such  as  AARP  or  fhe  manufacfurer. 

3.  Point  of  service  (POS):  An  elecfronic  sysfem  is  used  for  exchanging 
informafion  fhaf  can  handle  plan  design  elemenfs,  such  as  eligibilify 
for  producf  coverage,  plan  limifs,  member  cosf-share  amounfs,  and 
producf  informafion,  between  the  pharmacy  and  the  claims  admin¬ 
istrator  in  real  time  as  the  pharmacist  dispenses  the  prescription. 

Purchasing 

Pharmacies  purchase  their  medication  inventories  through  traditional  sup¬ 
ply  chains  that  include  drug  wholesalers  and  manufacturers.  Third  parties 
or  PBMs  do  not  purchase  medications  in  the  traditional  sense  of  physical 
ownership.  Insfead,  fhey  aufhorize  paymenf  for  medicafions  and  relafed 
pharmaceutical  services  as  parf  of  fhe  claim  processing  function. 

Quality  management,  drug  utilization  review,  and  data  collection 

Dafa  collection,  in  general,  includes  gafhering  informafion  required  for  qual¬ 
ify  review,  DUR,  and  oufcomes  research.  Like  communify  pharmacies,  insur¬ 
ers  and  PBMs  employ  concurrenf  (af  poinf  of  sale),  refrospecfive  (over  time), 
and  prospective  (before  dispensing)  drug  ufilizafion  sfrafegies.  Based  on  fhe 
informafion  generafed  for  DUR  and  claims  processing,  robusf  pharmacy 
dafabases  are  creafed,  which  can  be  used  for  a  variefy  of  managemenf  and 
oufcomes  improvemenf  inifiafives  by  fhose  organizafions.  Performing  and 
undersfanding  defails  abouf  DUR  is  covered  in  Chapfer  13. 
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One  application  of  this  information  is  to  provide  academic  detailing  to 
physicians  and  other  prescribers  in  the  PBM  network.  This  detailing  or 
in-person  educational  session  is  similar  to  activities  performed  by  pharma¬ 
ceutical  manufacturers’  representatives.  Physicians  are  profiled  and  selected 
for  face-to-face  visits  with  PBM  pharmacists,  who  review  the  physicians’ 
actual  prescribing  patterns  against  expected  peer  comparison  profiles  within 
selected  drug  categories  within  the  same  geographic  region. 

Another  application  relates  to  the  auditing  function  (described  earlier  in 
the  section  “Evaluating  the  pharmacy  benefit”)  as  well  as  initiatives  designed 
to  improve  compliance  with  prescribed  therapies,  warnings,  or  reminders 
to  clinicians  (pharmacists  and  physicians),  and  patient  information  that 
might  improve  their  clinical  outcomes  of  pharmaceutical  care. 


Future  ideas 

Although  managed  care  has  proven  to  be  cost  effective  for  employers,  they 
are  now  balancing  cost  containment  objectives  against  the  need  to  maintain 
employee  satisfaction  for  retention  or  recruitment.  As  a  result,  employers 
have  begun  to  open  up  restricted  managed  care  networks  and  formularies 
and  are  using  different  cost  management  strategies  in  the  current  decade. 
By  shifting  from  limiting  health  benefits,  employers  are  moving  to 
employee-specific  interventions,  employee  contribution  risk  sharing,  and 
establishing  more  explicit  performance  standards  with  their  health  care  pro¬ 
viders.  They  are  also  rapidly  moving  into  real-time  information  and  access 
through  the  Internet,  call  centers,  and  other  employee  self-service  applica¬ 
tions.  Another  trend  emerging  is  to  combine  the  principles  of  managed 
competition  with  other  business  tactics  or  value  purchasing.  This  strategy 
integrates  health  benefits  into  the  corporate  business  plan. 

The  following  are  examples  of  trends  that  can  impact  prescription  drug 
benefits  over  the  next  few  years: 

•  Genomic-related  drug  development  will  become  more  established, 
resulting  in  both  diagnostic  and  drug  therapy  advances  heretofore 
unknown. 

•  Mergers,  alliances,  and  other  partnerships  among  health  care  provid¬ 
ers  and  related  businesses  will  strain  ethical  and  moral  boundaries 
for  health  care  professionals,  such  as  pharmacists 

•  Clinical  drug  therapy  management  will  play  an  increasingly  impor¬ 
tant  role  in  overall  health  care  as  evidence  continues  to  accumulate 
that  drug  therapy  itself  is  often  the  least  expensive  component  of 
health  care.  As  a  result,  pharmacists  will  be  paid  for  and  recognized 
as  consultants  to  other  clinicians  and  to  patients. 

•  As  the  population  ages  and  chronic  diseases  become  more  crucial  to 
health  care  cost  assessment,  increasingly  expensive  but  more  effective 
prescription  medications  will  be  used. 
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•  Preventative  care  will  have  a  renewed  presence  in  the  marketplace 
through  initiatives  such  as  employee  wellness  and  health  manage¬ 
ment  programs  aimed  at  reducing  incidence  of  chronic  diseases  that 
can  help  keep  health  care  costs  in  check  for  all  payers. 

If  is  bofh  an  exciting  and  perilous  time  for  pharmacisfs  involved  in  fhe 
clinical  care  of  pafienfs.  Creafive  ways  of  fhinking  and  incorporating  evolv¬ 
ing  fechnologies  info  pharmaceufical  care  delivery  make  possible  advances 
fhaf  people  in  fhe  lasf  cenfury  could  barely  consider.  Pharmacisfs  wifh  clin¬ 
ical  and  financial  expertise  will  be  required  fo  better  manage  fhe  cosf,  qualify, 
and  accessibilify  of  healfh  care  and  prescripfion  drugs.  Prepare  now  for  a 
posifive,  excifing  fufure  as  a  pharmacisf  who  will  be  engaged  in  managing 
pharmaceufical  care. 
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Introduction 

In  the  U.S.,  there  has  been  considerable  change  in  the  practice  of  pharmacy 
during  the  20th  century.  At  many  points  throughout  history,  seminal  events 
in  health  care  policy  and  the  health  care  system  have  brought  about  changes 
in  pharmacy  practice.  This  chapter  provides  an  overview  of  these  seminal 
events  and  discusses  the  context  in  which  these  events  have  impacted  phar¬ 
macy  practice  in  the  U.S.  (See  Table  20.1  at  the  end  of  the  chapter  for  a  list 
of  these  seminal  events  and  their  impacts.)  By  using  the  five  stages  of  major 
change  in  pharmacy  practice  presented  by  Holland  and  Nimmo,^  the  key 
health  care  policy  issues  and  events  within  the  last  150  years  are  discussed. 
In  addition,  the  impact  and  influence  of  these  events  on  pharmacy  practice, 
either  as  imposed,  mandated  policy  actions  or  as  initiatives  from  within  the 
profession,  are  examined. 


Pharmacy  practice  begins  with  manufacturing 

In  its  first  stage  in  the  19th  century,  pharmacy  practice  was  primarily  a 
cottage  industry  (Figure  lO.T)}  Because  the  country’s  population  was  so 
scattered  and  medical  knowledge  was  rudimentary  at  this  time,  large-scale 
manufacturing  of  pharmaceuticals  was  not  only  impractical  but  impossible.^ 
Pharmacists  created,  prescribed,  and  dispensed  medications  from  their  own 
apothecaries.  The  manufacturing  of  pharmaceuticals  was  generally  limited 
to  a  specific  population  within  a  given  geographic  area.  In  general,  pharma¬ 
cists  created  compounded  medications  for  physicians  practicing  within  the 
local  area.^ 


Rise  of  pharmaceutical  industry:  pharmacists  as 
compounders 

During  the  second  phase  of  pharmacy  practice,  health  care  within  the  U.S. 
experienced  changes  in  capabilities,  regulations,  and  financing,  from  the 
development  of  the  pharmaceutical  industry  and  the  establishment  of  the 
Food  and  Drug  Administration  (FDA)  to  the  creation  of  the  first  health 
maintenance  organization  (HMO). 
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3.  Supporting  drug 
distribution 


Figure  20.1  Five  stages  of  major  change  in  pharmacy  practice.  (Adapted  from 
Holland  R,  Nimmo  C.  Am.  }.  Hlth.-Syst.  Pharm.  1999;  56:  1758-1764.) 


With  the  development  of  large-scale  pharmaceutical  manufacturers, 
pharmacy  practice  evolved  from  principally  manufacfuring  fo  principally 
compounding  and  dispensing.  Three  factors  coalesced  fo  permif  fhe  rise  of 
fhe  U.S.  pharmaceutical  manufacfuring  indusfry:  (1)  fhe  need  for  pure  and 
sfandardized  producfs,  (2)  fhe  creation  of  a  nafional  disfribufion  sysfem  for 
producfs  (i.e.,  railroads),  and  (3)  fhe  growing  U.S.  population.^ 

During  fhe  19fh  cenfury,  fhe  populafion  of  fhe  U.S.  expanded.  In  fhe 
1820s  and  1830s,  fhe  counfry’s  firsf  railroads  were  under  consfrucfion.  By 
1869,  when  fhe  fransconfinenfal  railroad  was  complefed,  fhe  counfry’s  pop¬ 
ulafion  was  more  fhan  23  million.^  The  ever-increasing  populafion  supplied 
a  markef  for  medications,  and  fhe  completion  of  fhe  railroad  provided  a 
sysfem  for  fransporfing  producfs  across  fhe  counfry. 

As  fhe  populafion  increased,  fhe  use  of  pafenf  medicines  increased  as 
well.  During  fhe  lafe  1800s,  few  scienfifically  frained  physicians  were 
available,  fheir  fees  were  relafively  expensive,  and  fhere  was  a  general 
disfrusf  of  fheir  curative  procedures  (e.g.,  btoodleffing).^  However,  pafenf 
producfs  were  readily  available  inexpensive  and  claimed  fo  be  panaceas 
for  many  ailmenfs.  Unforfunafely,  fhe  ingredienfs  in  fhese  producfs  were 
nof  disclosed  and  many  of  fhe  producfs  were  simply  alcohol,  wafer,  or 
flavoring.^ 
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Together,  these  conditions  provided  the  setting  for  the  development  of 
fhe  pharmaceufical  indusfry.  Frederick  Sfearns  &  Company,  fhe  firsf  U.S. 
pharmaceutical  company,  was  founded  in  1855.^  Before  1900,  fhere  were  21 
esfablished  firms,  including  fhe  predecessors  of  some  of  foday’s  largesf 
research-infensive  pharmaceufical  companies,  such  as  Sharp  &  Dohme,  Eli 
Lilly  and  Company,  and  Johnson  &  JohnsonS  Wifh  fhe  rise  of  fhe  pharma¬ 
ceufical  indusfry,  more  pharmacisfs  discontinued  manufacfuring  drugs  in 
fheir  apofhecaries  and  began  fo  compound  medications.  This  fundamenfal 
shiff  in  professional  functions  is  nofable  because  if  was  a  reacfion  fo  exfemal 
forces  rafher  fhan  fhe  resulf  of  inifiafives  from  wifhin  fhe  profession  of 
pharmacy 

U.S.  Food  and  Drug  Administration 

As  fhe  use  of  pafenfed  medicines  grew,  so  did  fhe  concern  fhaf  producfs  could 
easily  be  adulferafed  and  misbranded.  In  1862,  Presidenf  Lincoln  addressed 
fhis  concern  by  appointing  Charles  M.  Wefherill,  M.D.,  fo  serve  in  fhe  newly 
creafed  Deparfmenf  of  Agriculfure.^  Wifh  Dr.  Wefherill’s  appoinfmenf,  fhe 
Bureau  of  Chemisfry  fhe  predecessor  of  fhe  FDA,  was  creafed  wifhin  fhe 
Deparfmenf  of  Agriculfure.  The  Bureau  of  Chemisfry,  begirming  in  1867,  con- 
ducfed  sfudies  fo  invesfigafe  fhe  adulferafion  of  food  producfs. 

If  was  nof  unfil  1883,  however,  wifh  fhe  appoinfmenf  of  Dr.  Wefherill  as 
chief  chemisf,  fhaf  fhese  invesfigafions  were  greafly  expanded.  Under  Dr. 
Wefherill’s  leadership,  fhe  Bureau  of  Chemisfry  complefed  a  widely  publi¬ 
cized  sfudy  analyzing  fhe  effecfs  of  food  additives.  However,  if  was  ulfi- 
mafely  a  novel,  rafher  fhan  scienfific  evidence,  fhaf  galvanized  public  atten¬ 
tion.  In  1906,  Upfon  Sinclair  published  The  Jungle,  a  candid  depicfion  of  fhe 
filfhy  condifions  in  fhe  U.S.  meaf-packing  indusfry.^ 

These  evenfs  collectively  led  fo  fhe  passage  of  fhe  1906  Federal  Food 
and  Drug  Acf .  This  acf,  adminisfered  by  fhe  Bureau  of  Chemisfry,  sfafed  fhaf 
drugs  could  nof  be  sold  unless  fhey  mef  fhe  specificafions  of  sfrengfh,  qualify, 
and  purify  defined  by  fhe  U.S.  Pharmacopoeia  and  Nafional  Formulary.^ 
This  marked  fhe  begirming  of  fhe  modem  era  of  fhe  FDA.  In  1930,  fhe  name 
of  fhe  federal  agency  was  shorfened  fo  ifs  presenf  name.  The  agency  has 
been  under  several  differenf  adminisfrafions  since  fhen  and  is  currenfly 
under  fhe  Deparfmenf  of  Healfh  and  Human  Services.^ 

The  passage  of  fhe  1906  Federal  Food  and  Drug  Acf  illusfrafes  a  key 
principle  and  fheme  fhroughouf  healfh  policy  changes  in  fhe  U.S.;  rarely 
does  healfh  policy  change  because  of  proactive  involvemenf  and  pressure 
from  inferesfed  parfies.  Rafher,  agendas  for  healfh  policy  change  are  often 
dicfafed  by  seminal,  f5q)ically  fragic,  evenfs.  Kingdon  posifs  a  framework  of 
agenda  seffing  wifhin  fhe  federal  governmenf  fhaf  consisfs  of  fhree  families 
of  processes:  problems,  policies,  and  polifics.  Each  family  develops  and 
functions  independenfly.  However,  when  a  window  of  opporfunify  opens, 
fhe  fhree  families  may  unife  and  policy  change  can  occur.'^ 
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For  the  1906  act,  the  Bureau  of  Chemistry  had  been  proactively  investi¬ 
gating  the  adulteration  of  food  producfs.  However,  if  was  nof  unfil  a  window 
of  opporfunify  was  opened,  wifh  fhe  publicafion  of  The  Jungle,  fhaf  fhe  public 
became  enraged  wifh  such  conditions  and  legislation  could  finally  be  passed 
prohibiting  fhe  infersfafe  commerce  of  misbranded  medications. 

The  1938  Food,  Drug,  and  Cosmetic  Act 

Wifh  Dr.  Wefherill’s  deparfure  in  1912,  fhe  Bureau  of  Chemisfry  began  fo 
concenfrafe  ifs  efforfs  on  examining  drug  regulafion  and  pafenf  medicafions. 
Based  on  ifs  findings,  fhere  was  growing  concern  wifhin  fhe  bureau  over 
bofh  fhe  misbranding  of  medicafions  and  pharmaceufical  manufacfurers’ 
use  of  false  fherapeufic  claims.  To  address  fhese  concerns,  unsuccessful  pro¬ 
active  affempfs  were  made  by  fhe  bureau  fo  amend  fhe  1906  Federal  Food 
and  Drug  Acf.^ 

However,  in  1937,  a  national  pharmaceufical  fragedy  focused  fhe 
nafion’s  attention  on  fhe  safefy  of  pharmaceufical  producfs.  A  pharmaceu¬ 
fical  manufacfurer  creafed  an  elixir  of  sulfanilamide,  a  new  dosage  form  of 
fhe  anfibiofic.  However,  fhe  solvenf  of  fhis  producf  was  a  highly  foxic  analog 
of  antifreeze.^  Use  of  fhis  new  formulafion  resulfed  in  over  100  deafhs,  many 
of  fhem  children.  This  fragedy  creafed  a  healfh  policy  window  of  opporfu¬ 
nify.  The  public  oufrage  surrounding  fhis  incidenf  resulfed  in  fhe  passage  of 
fhe  Food,  Drug,  and  Cosmefic  Acf  of  1938.  Wifh  fhis  acf,  manufacfurers  were 
required  fo  demonsfrafe  fhaf  all  new  drug  entities  were  safe  before  receiving 
marketing  approval.  In  addition,  fhe  Food,  Drug,  and  Cosmefic  Acf  of  1938 
marked  a  change  in  regulafory  focus  by  prohibifing  false  fherapeufic  claims 
for  medicafions. 3 

The  National  Institutes  of  Health 

In  addition  fo  changes  in  fhe  nafion’s  healfh  policy  fo  address  fhe  safe 
handling  of  pharmaceuficals,  fhere  were  developmenfs  fo  increase  fhe  sci¬ 
entific  undersfanding  and  defermine  fhe  etiology  of  disease.  In  1887,  Dr. 
Joseph  J.  Kinyoun  esfablished  fhe  Laborafory  of  Hygiene  on  Sfafen  Island, 
NY,  an  enfify  fhaf  was  fo  become  fhe  Nafional  Insfifufes  of  Healfh  (NIH).^ 
As  fhe  firsf  federal  research  insfifufion  esfablished  fo  identify  and  develop 
cures  for  infecfious  diseases,  fhe  laborafory  represenfed  a  new  direction  for 
medical  policy  in  fhe  U.S. 

Over  fime,  fhe  Laborafory  of  Hygiene  was  relocafed  fo  Washington,  D.C., 
and  renamed  fhe  Hygienic  Laboratory®  In  fhe  early  1900s,  fhe  laborafory 
began  fhe  firsf  long-ferm  epidemiological  sfudy  of  a  chronic  disease,  pella¬ 
gra,  which  was  fhen  an  epidemic  in  fhe  soufhern  U.S.  Wifh  fhe  laborafory’ s 
successes  in  fighfing  pellagra,  Senafor  Joseph  E.  Ransdell  sponsored  fhe 
Ransdell  Acf  in  1930  fo  reorganize  fhe  laborafory  and  rename  if  fhe  Nafional 
Insfifufe  of  Healfh.® 
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After  World  War  II  (WWII),  the  National  Institute  of  Health  broadened 
its  research  scope  to  include  chronic  diseases  such  as  cancer  and  mental 
illness.  In  1948,  the  institute  was  expanded  and  the  name  was  changed  to 
the  National  Institutes  of  Health  (NIH).  At  present,  the  NIH  consists  of  17 
institutes  and  is  an  agency  within  the  U.S.  Public  Health  Service,  Department 
of  Health  and  Human  Services.®  Its  budget  in  1999  was  U.S. $15.6  billion.® 
The  establishment  and  subsequent  growth  of  the  NIH  reflects  the  emerging 
priority  placed  on  scientific  inquiry  and  treatments  based  on  understanding 
pathologic  processes  at  a  fundamental  level.  This  trend  continues  currently 
as  evidence-based  medical  practice. 

The  first  health  maintenance  organization  (HMO) 

In  the  early  part  of  the  20th  century,  both  the  practice  of  pharmacy  and  the 
medical  profession  were  cottage  industries.  The  majority  of  physicians 
worked  alone  or  in  small  group  practices,  delivering  medical  care  on  a 
fee-for-service  (FFS)  basis. ^  Although  most  physicians  were  not  hospital 
employees,  they  were  members  of  a  hospital’s  medical  staff  in  order  to  have 
hospital-admitting  privileges.^  However,  by  the  1930s,  a  new  model  for 
medical  care  delivery,  known  as  the  prepaid  group  practice,  was  emerging. 
This  new  model  would  challenge  the  traditional  FFS  system  and  serve  as 
the  basis  for  the  development  of  today’s  health  maintenance  organizations 
(HMOs)." 

One  of  the  most  successful  prepaid  group  practices  was  the  Kaiser 
Health  Plan.  In  1938,  Sidney  Garfield,  M.D.,  began  to  provide  prepaid  health 
care  services  to  the  employees  of  Henry  J.  Kaiser,^  who  were  working  at  the 
Grand  Goulee  Dam  in  Washington  State.  Instead  of  receiving  a  salary.  Dr. 
Garfield  was  paid  a  fixed  fee  for  each  employee  (i.e.,  capitation)  for  whom 
he  was  responsible.  Over  time,  this  concept  of  physician  prepayment  based 
on  a  person’s  enrollment  status  rather  than  the  actual  services  received 
spread  across  the  U.S.  It  was  not  until  the  1970s  that  Dr.  Paul  Ellwood,  an 
advisor  to  President  Richard  Nixon,  suggested  that  prepaid  group  practices 
be  renamed  health  maintenance  organizations.^* 

Hill-Burton  Act 

The  1940s  witnessed  further  changes  in  the  structure  of  the  U.S.  health  care 
system,  not  only  for  physicians  but  for  hospitals  as  well.  The  1946  Hill-Bur¬ 
ton  Hospital  Gonstruction  Act  allocated  almost  U.S.$4  million  from  1946  to 
1971  for  the  expansion  of  hospitals  and  hospital  services  within  the  U.S.^ 
This  act  was  one  of  the  federal  government’s  first  investments  in  health  care.^ 
By  funding  the  construction  of  hospitals  throughout  most  communities  after 
WWII,  the  Hill-Burton  Act  created  new  opportunities,  positions,  and  tech¬ 
nical  challenges  for  pharmacists. 
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Pharmacists  as  dispensers 

WWII  stimulated  advances  in  the  pharmaceutical  manufacturing  industry 
and  science.  The  conclusion  of  WWII  marked  fhe  begirming  of  fhe  fhird 
phase  of  pharmacy  pracfice  —  pharmacisfs  as  medical  producf  dispensers. 
Pharmaceufical  manufacfurers  began  incorporating  more  sophisficafed  fech- 
nologies  info  fhe  production  and  manufacfuring  of  pharmaceufical  prod- 
ucfs.®  For  example,  in  fhe  1930s  approximafely  75%  of  prescripfions  required 
some  compounding,  whereas  by  1950  fhe  need  for  prescripfion  compound¬ 
ing  had  decreased  fo  only  25%.®  Fundamenfal  changes  wifhin  fhe  pharmacy 
profession  were  dicfafed  by  exfemal  evenfs.  Increased  capabilities  wifhin 
fhe  pharmaceufical  manufacfuring  indusfry  shiffed  fhe  roles  of  pharmacisfs, 
from  compounders  fo  dispensers  of  medicafion. 

Durham-Humphrey  Act  of  1951 

Wifh  fhe  passage  of  fhe  Food,  Drug,  and  Cosmefic  Acf  of  1938,  fhe  FDA 
began  fo  idenfify  drugs  (e.g.,  sulfanilamide)  fhaf  were  pofenfially  dangerous 
for  pafienfs  and  could  nof  be  labeled  for  safe  use.®  Because  of  fhese  growing 
concerns,  in  1951,  Carl  Durham  and  Huberf  Humphrey,  a  pharmacisf,  pro¬ 
posed  an  amendmenf  fo  fhe  Food,  Drug,  and  Cosmefic  Acf  of  1938.  The 
amendmenf  creafed  and  defined  fhe  fwo  classes  of  medicafions  fhaf  we  have 
af  presenf:  (1)  legend  drugs,  which  require  a  prescripfion  from  a  legally 
recognized  prescriber,  and  (2)  over-fhe-counfer  medicafions,  which  can  be 
obfained  wifhouf  a  prescripfion.® 

Wifh  passage  of  fhe  Durham-Humphrey  Acf  of  1951,  fhe  pharmacy 
profession  was  subjecf  fo  regulafory  resfricfions  fhaf  marked  a  significanf 
change  in  fhe  pracfice  of  pharmacy  wifhin  fhe  U.S.  This  amendmenf  removed 
fhe  professional  autonomy  and  discretion  fhaf  a  pharmacisf  pracficing  in  fhe 
firsf  half  of  fhe  20fh  cenfury  had  over  dispensing  and  selling  medicafions.  ® 
The  exfenf  of  fhese  new  resfricfions  on  pharmacy  pracfice  is  exemplified  in 
fhe  American  Fharmaceufical  Association’s  (AFhA)  Code  of  Efhics  of  1952: 

The  primary  obligation  of  pharmacy  is  fhe  service  if  can  render 
fo  fhe  public  in  safeguarding  fhe  preparafion,  compounding,  and 
dispensing  of  drugs  and  fhe  sforage  and  handling  of  drugs  and 
medical  supplies  . . .  The  pharmacisf  does  nof  discuss  fhe  fhera- 
peufic  effecfs  or  composition  of  a  prescripfion  wifh  a  pafienf. 
When  such  quesfions  are  asked,  he  suggesfs  fhaf  fhe  qualified 
pracfifioner  is  fhe  proper  person  wifh  whom  such  maffers  should 
be  discussed.!® 

Wifh  fhe  decreased  need  for  compounded  medicafions  and  fhe  passage 
of  fhe  Durham-Humphrey  Acf  of  1951,  fhe  pracfice  of  pharmacy  had  enfered 
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the  era  of  “count,  pour,  lick,  and  stick.”  This  caused  many  to  question  the 
future  of  pharmacy  as  a  profession. 

Development  of  hospital  pharmacists 

The  Hill-Burton  Act  of  1946  and  concurrent  changes  within  the  pharmaceu¬ 
tical  industry  resulted  in  new  positions  and  professional  opportunities  for 
hospital  pharmacists.  During  the  third  stage  of  the  profession,  the  primary 
professional  functions  of  pharmacists  began  to  differentiate  by  the  pharma¬ 
cists’  practice  setting,  community  vs.  hospital.^  Within  a  hospital,  the  phar¬ 
macist’s  day-to-day  responsibilities  varied,  and  included  participating  on 
pharmacy  and  therapeutics  committees,  compounding,  managing,  educat¬ 
ing  nurses,  and  distributing  products. ^  However,  similar  to  the  community 
pharmacy,  emphasis  was  still  on  product  and  not  on  cognitive  services  or 
processes  of  care. 

During  the  1950s,  there  was  explosive  growth  in  the  number  of  new 
pharmaceutical  products  available.^  However,  many  of  these  products  were 
for  the  same  chemical  entities.  For  financial  reasons  as  well  as  a  means  to 
improve  the  quality  of  patient  care,  hospitals  and  hospital  pharmacists  began 
to  develop  medication  formularies,  create  pharmacy  and  therapeutics  (P&T) 
committees,  and  establish  systems  for  generic  drug  substitution  and  selec¬ 
tion.^  These  hospital-based  activities  were  a  departure  from  previous  funda¬ 
mental  changes  in  pharmacy  practice  —  they  arose  from  within  the  profes¬ 
sion.  These  services  were  increasingly  dependent  on  expertise  and 
professional  judgment,  which  helped  to  move  the  product-focused  practice 
of  pharmacy  toward  the  delivery  of  clinical  services. 

Clinical  services  and  dispensing 

The  1960s  were  a  time  of  significant  change  not  only  for  pharmacy  practice 
but  for  national  health  policy  as  well.  The  fourth  stage  of  pharmacy  practice 
marks  the  emergence  of  clinical  pharmacy.  Pharmacists  who  were  practicing 
within  hospitals  were  the  major  force  behind  this  development.^  The  diffu¬ 
sion  of  clinical  pharmacy  faced  cultural  and  financial  hurdles,  requiring 
changes  in  how  pharmacists  interacted  with  other  health  care  professionals 
and  in  the  services  for  which  they  received  compensation. 

With  the  establishment  of  P&T  committees  in  the  1950s,  hospital  phar¬ 
macists  acquired  more  influence  over  the  use  of  pharmaceuticals  within  their 
institutions.  Pharmacists  now  had  the  opportunity  to  demonstrate  the  value 
of  their  expertise  through  advice  and  guidance  in  therapeutic  decisions.^ 
Within  hospitals,  pharmacists  had  direct  access  to  patient-specific  clinical 
data,  medical  literature,  and  clinicians,  which  allowed  them  to  provide  ther¬ 
apeutic  advice  to  physicians.^  Hospital  pharmacists  began  to  demonstrate 
their  value  as  medical  information  resources  —  a  resources  that  could  lead 
to  the  delivery  of  better  patient  care. 
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The  APhA  Code  of  Ethics  of  1969  best  shows  how  the  practice  of  phar¬ 
macy  changed  its  restrictive  nature  in  the  1950s  to  become  a  proactive  pro¬ 
fession  whose  members  saw  themselves  as  part  of  the  health  care  team:  “A 
pharmacist  should  .  .  .  render  to  each  patient  the  full  measure  of  his  ability 
as  an  essential  health  practitioner.”® 

The  emergence  of  clinical  services  during  this  phase  of  pharmacy  prac¬ 
tice  is  exemplified  by  the  development  of  clinical  pharmacy  services  in  the 
U.S.  Indian  Health  Service  (IHS).  The  IHS  provides  health  care  services  for 
1.4  million  American  Indians  and  Alaska  Natives. The  IHS’s  health  care 
facilities  are  in  rural  areas  near  or  on  Indian  reservations  in  34  states,  mainly 
in  the  western  part  of  the  U.S.  and  Alaska. In  the  1960s,  pharmacists  within 
the  IHS  began  to  provide  services  that  were  the  predecessors  for  current 
models  of  patient  care.  Pharmacists  working  within  the  IHS  provided  pri¬ 
mary  care  to  patients  with  minor  conditions,  monitored  them  for  adverse 
drug  reactions,  provided  patient  education,  and  developed  disease  preven¬ 
tion  programs. 

At  present,  pharmacists  within  the  IHS  have  even  more  professional 
authority  and  latitude  to  provide  patient  care.  Pharmacists  provide  primary 
care  for  patients  beyond  treating  minor  illnesses:  they  can  initiate  medication 
orders,  and,  under  medical  staff  protocols,  diagnose,  manage,  and  monitor 
patients  with  chronic  diseases. The  care  delivered  by  pharmacists  in  this 
unique  setting  continues  to  serve  as  an  exemplary  model  of  the  capabilities 
and  impact  of  the  pharmacy  profession  on  direct  patient  care. 

Kefauver-Harris  Amendments 

As  pharmacy  practice  was  experiencing  internal  changes  in  the  1960s,  mod¬ 
ifications  to  health  policy  at  a  national  level  were  impacting  the  profession. 
First  was  the  passage  of  the  Kefauver-Harris  Amendments  to  the  Food, 
Drug,  and  Cosmetic  Act  of  1938,  requiring  manufacturers  to  demonstrate  a 
drug’s  efficacy.  As  with  the  1938  act,  the  impetus  for  these  amendments  was 
a  medical  tragedy. 

Thalidomide,  a  new  sedative,  was  associated  with  birth  defects  in 
thousands  of  newborns  throughout  Europe.^  Fortunately,  the  medication 
had  not  been  approved  for  use  within  the  U.S.  In  1962,  with  the  support 
of  Senator  Estes  Kefauver,  another  health  policy  window  was  opened;  the 
amendments  were  passed  to  ensure  that  medications  were  both  safe  and 
efficacious.^  With  the  Kefauver-Harris  Amendments,  the  effectiveness  of  a 
medication  has  to  be  proven  by  “substantial  evidence”  which  includes 
“adequate  and  well-controlled  trials.’’^^  For  the  first  time,  pharmaceutical 
manufacturers  had  to  demonstrate  a  product’s  efficacy  to  the  FDA.  The 
Kefauver-Harris  Amendments  led  the  way  for  randomized  clinical  trials 
and  the  FDA  drug  approval  process. 
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Creation  of  Medicare  and  Medicaid 

The  second  major  change  in  the  nation’s  health  policy  during  this  fourth 
phase  in  the  evolution  of  pharmacy  pracfice  was  fhe  esfablishmenf  of  fhe 
Medicare  and  Medicaid  programs  in  1965,  as  amendmenfs  fo  fhe  Social 
Securify  Acf. 

Medicare 

Medicare  is  a  federal  healfh  care  program,  and  ifs  recipienfs  include  people 
over  fhe  age  of  65,  fhe  disabled,  and  fhose  wifh  end-sfage  renal  disease.^^ 
Medicare  is  adminisfered  by  fhe  Cenfers  for  Medicare  and  Medicaid  Services 
(CMS),  formerly  known  as  fhe  Healfh  Care  Financing  Adminisfrafion.  The 
Medicare  program  consisfs  of  fwo  parfs  (parfs  A  and  B),  buf  is  funded  by 
four  differenf  sources:  (1)  general  fax  revenues,  (2)  beneficiaries’  premiums, 
(3)  mandafory  confribufions  from  employers  and  employees,  and  (4)  deducf- 
ibles  and  copaymenfs  paid  by  pafienfs.i^ 

Wifh  Medicare’s  Hospifal  Insurance  Trusf  Fund,  also  known  as  Medicare 
Parf  A,  workers  make  required  confribufions  fo  fhe  fund  while  fhey  are 
employed.  Upon  refiremenf,  workers  receive  healfh  care  benefifs.^^  By  law, 
employers  and  fheir  employees  are  required  fo  pay  equal  portions  of  a 
payroll  fax,  which  fofals  2.9%  of  earned  income. In  1997,  almosf  90%  of  fhe 
frusf  fund’s  income  was  from  payroll  faxes.  The  remaining  income  was 
generafed  from  fhe  inferesf  earned  from  fhe  frusf  fund.^^  A  beneficiary’s 
Medicare  Parf  A  insurance  is  limifed  fo  only  fhose  hospifals  accredifed  by 
fhe  Joinf  Commission  on  Accredifafion  for  Healfhcare  Organizations 
(JCAHO).  The  JCAHO  accredifafion  sfandards  include  explicif  and  exfensive 
professional  pharmacy  activities,  indirecfly  supporfing  professional  frends 
for  clinical  pracfice  (see  Chapfer  18). 

Medicare  Parf  B  pays  for  physician  and  oufpafienf  services,  diagnosfic 
fools,  and  home  healfh  services.  The  majorify  of  fhe  funds  for  Parf  B  are 
provided  by  fhe  general  fax  revenues,  which  have  been  appropriafed  by 
Congress.  Beneficiaries  enrolled  in  Parf  B  are  required  fo  pay  an  armual 
deducfible  ($100  for  2002)  and  a  monfhly  premium  ($50  for  2002).  Because 
paymenfs  fo  beneficiaries  represenf  99%  and  98%  of  fhe  expendifures  for 
Medicare  Parf  A  and  Parf  B,  respecfively,  fhe  adminisfrafive  cosfs  associafed 
wifh  Medicare  are  quife  low.i^ 

Medicaid 

Medicaid  is  a  federal-sfafe  enfiflemenf  program  for  low-income  Americans 
who  meef  cerfain  criferia.^'^  Even  fhough  Medicaid  is  adminisfered  by  CMS 
as  well,  if  has  very  liffle  in  common  wifh  fhe  U.S.  Medicare  program.  Med¬ 
icaid  primarily  covers  fhree  groups  of  individuals:  fhe  elderly,  fhe  disabled, 
and  parenfs  and  fheir  dependenf  children.^'^ 

In  1998,  Medicaid  provided  services  for  approximafely  40.6  million  peo¬ 
ple,^®  of  which  10.6  million  (26%)  were  elderly,  blind,  or  disabled;  18.3  million 
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(53%)  were  children;  and  7.9  million  (19%)  were  adults  in  families  with 
dependent  children,  Even  though  47%  of  Medicaid  beneficiaries  are  chil¬ 
dren,  minors  account  for  only  16%  of  Medicaid’s  payments  for  health  care 
services.^®  The  elderly,  blind,  and  disabled  represent  26%  of  the  Medicaid 
beneficiaries  but  account  for  71%  of  the  costs. 

State  participation  in  the  Medicaid  program  is  voluntary;  however,  since 
1982,  all  states  participate  in  the  program.^'^  For  each  state,  the  federal  gov¬ 
ernment  funds  at  least  50%  and  up  to  83%  of  the  costs  of  Medicaid,  depend¬ 
ing  on  the  state’s  per  capita  income.i'*  States  that  agree  to  participate  in 
Medicaid  must  provide  its  beneficiaries  a  minimum  set  of  health  care 
resources,  which  include  the  following4'‘ 

•  Hospital  care 

•  Nursing  home  care 

•  Physician  services 

•  Laboratory  and  x-ray  services 

•  Immunizations  and  other  periodic  screenings 

•  Family-plarming  services 

•  Health  center  and  rural  health  clinic  services 

•  Nurse  midwife  and  nurse  practitioner  services 

However,  a  state  may  cover  additional  health  care  benefits  for  its  bene¬ 
ficiaries.  Therefore,  the  Medicaid  benefit  packages  vary  greatly  from  state  to 
state.  States  that  include  additional  health  care  benefits  receive  matching 
funds  from  the  federal  government  for  those  services.  The  additional  services 
may  include,  but  are  not  limited  to,  the  following: 

•  Prescription  medications 

•  Institutional  care  for  individuals  with  mental  retardation 

•  Dental  and  vision  care 

•  Personal  care  and  services  for  people  with  disabilities 

•  Home-  and  community-based  care  for  the  elderly 

The  Medicare  and  Medicaid  programs  have  had  a  significant  impact  on  the 
practice  of  pharmacy.  The  Medicare  program  stimulated  the  growth  of  the 
hospital  pharmacy  profession.  Only  those  hospitals  with  a  pharmacy  depart¬ 
ment  that  was  directed  by  a  pharmacist  and  met  a  minimum  set  of  federal 
standards  could  receive  federal  funding  for  Medicare  reimbursement.^'^® 

For  community  pharmacists,  the  new  Medicaid  program  had  a  tremen¬ 
dous  impact  on  the  pharmacy  profession,  which  is  still  seen  in  today’s 
community  pharmacies.  The  establishment  of  Medicaid  created  millions  of 
new  prescriptions  that  needed  to  be  filled  in  a  beneficiary’s  local  pharmacy 
and  for  which  the  pharmacy  would  be  reimbursed.  With  the  increased  num¬ 
ber  of  prescriptions,  however,  came  many  additional  administrative  tasks. 
These  tasks  included  negotiating  pharmacist  reimbursement  levels;  staying 
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current  with  and  following  regulations  regarding  proper  prescription  docu¬ 
mentation;  and  selecting,  installing,  and  operating  third-party  prescription 
payment  systems.^'^°  With  the  creation  of  fhird-parfy  paymenf  sysfems 
wifhin  fhe  Medicaid  program,  fhe  unmef  pharmaceutical  needs  of  beneficia¬ 
ries  were  addressed,  which  resulfed  in  subsfanfial  cosf  increases.  As  fhe  cosfs 
confinued  fo  exceed  forecasfs,  fhe  federal  govemmenf  began  fo  consider 
ways  fo  decrease  healfh  care  cosfs. 

HMO  Act  of  1973 

In  fhe  early  1970s,  fhe  Medicare  program  was  less  fhan  10  years  old,  buf 
if  was  generafing  healfh  care  cosfs  for  fhe  federal  govemmenf  considerably 
beyond  whaf  was  anficipafed.  The  CMS  spenf  U.S.$7.4  billion  on  healfh 
care  resources  for  ifs  beneficiaries  in  1966  and  $17.6  billion  in  1970A 
Fee-for-service  paymenfs  were  seen  as  providing  incenfives  fo  healfh  care 
providers  fo  expand  fhe  number  of  pafienf  services  wifh  liffle  fhoughf  of 
fhe  acfual  need  for  fhese  services  and  fheir  associafed  cosfs.  One  pofenfial 
solufion  fo  resfrain  healfh  care  cosfs  was  fo  change  fhe  financial  incenfives 
for  healfh  care  providers.  The  main  approach  relied  on  shilling  healfh  care 
coverage  from  indemnify  fo  prepaid  healfh  care,  as  seen  in  fhe  Kaiser 
Healfh  Plan.® 

Based  on  fhe  counsel  of  his  advisors,  Presidenf  Richard  Nixon  believed 
fhaf  fhe  Kaiser  Healfh  Plan  could  be  replicafed  af  a  national  level  as  a 
means  fo  confrol  healfh  care  cosfs.  Because  many  of  Presidenf  Nixon’s 
advisees  were  Californians,  fhey  were  familiar  wifh  fhe  Kaiser  healfh  sys- 
fem,  fhe  home  of  some  of  Mr.  Kaiser’s  firsf  prepaid  healfh  plans.®  They 
knew  fhaf  HMOs  af  fhe  time  offered  numerous  possible  advanfages  fo  fhe 
fradifional  healfh  care  sysfem.  These  HMOs  (1)  were  cosf  effective,  (2) 
provided  qualify  care,  (3)  decreased  adminisfrafive  wasfe,  (4)  insfifufed 
healfh  care  utilization  confrols,  and  (5)  demonsfrafed  a  high  degree  of 
pafienf  satisfaction.® 

In  addition  fo  fhese  possible  advanfages,  Presidenf  Nixon  and  his  advi¬ 
sors  fell  fhaf  fhe  infroducfion  of  HMOs  would  increase  compefifion  among 
healfh  care  providers  wifhin  fhe  existing  healfh  care  sysfem,  pofenfially 
leading  fo  decreased  healfh  care  cosfs.®  Based  on  fhe  pofenfial  of  HMOs  fo 
decrease  cosfs  and  provide  qualify  care,  fhe  Nixon  adminisfrafion  proposed 
legislafion  for  fhe  encouragemenf  and  growfh  of  managed  care  and  HMOs. 

Despife  opposifion  by  fhe  American  Medical  Association  (AMA)  and 
ofhers  over  fhe  course  of  3  years.  Congress  passed  fhe  HMO  Acf  of  1973. 
Cerfain  resfricfive  feafures  of  fhe  HMO  Acf  of  1973  limifed  ifs  immediafe 
impacf  on  fhe  U.S.  healfh  care  sysfem.  The  original  legislafion  defined  fed¬ 
erally  qualified  HMOs,  required  armual  open  enrollmenf  periods,  assured 
qualify  sfandards,  required  fhaf  cerfain  employers  offer  indemnify  as  well 
as  HMO  insurance,  mandafed  equal  employer  confribufions  fo  indemnify 
and  HMO  insurance  coverage,  and  provided  granfs  fo  inifiafe  fhe  creation 
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of  new  HMOs.^^  However,  it  created  the  environment  within  the  U.S.  for  the 
health  care  changes  yet  to  come.®  Even  though  the  growth  of  HMOs  was 
slow  at  first,  at  present  HMOs  and  managed  care  organizations  are  a  dom¬ 
inant  method  of  health  care  financing  and  delivery  in  the  country. i® 

FDA  Modernization  Act  of  1997 

As  mentioned,  external  forces  have  influenced  the  practice  of  pharmacy.  FDA 
regulations  in  particular  have  had  a  substantial  impact.  In  1997,  Congress 
enacted  the  Food  and  Drug  Administration  Modernization  Act  (FDAMA), 
which  resulted  in  changes  to  the  Kefauver-Harris  Amendments  of  1962  and 
key  FDA  reforms. With  the  changes  in  the  Kefauver-Harris  Amendments, 
pharmaceuticals  are  now  subject  to  the  FDA  drug  review  and  approval 
process.  Since  its  inception,  the  approval  process  has  been  the  center  of  much 
congressional  discussion  regarding  FDA  reform.i^  The  greatest  criticism  of 
the  FDA  by  Congress  and  the  public  was  that  the  approval  process  was  too 
lengthy,  thereby  delaying  patient  access  to  new  and  effective  medications. 
One  possible  solution  to  this  concern  was  FDA  reform. 

The  principal  concern  and  part  of  the  stimulus  for  the  development  of 
the  FDAMA  was  the  length  of  the  FDA’s  medication  review  process.  Con¬ 
gressional  FDA  reformers  wanted  to  construct  the  FDA  similar  to  the  regu¬ 
latory  systems  of  Europe,  which  they  argued  were  faster  than  those  of  the 
U.S.^i  One  of  the  first  steps  toward  reforming  the  FDA’s  review  process  was 
the  Prescription  Drug  User  Fee  Act  (PDUFA)  of  1992.  This  act  authorized 
the  agency  to  charge  the  pharmaceutical  manufacturers  a  fee  for  reviewing 
their  medications.  This  fee,  $88  million  in  1997  alone,  has  been  used  to  train 
and  hire  approximately  600  reviewers. 

According  to  the  FDA  Commissioner  at  the  time,  David  Kessler,  the 
increased  money  resulted  in  faster  drug  application  reviews.  The  General 
Accounting  Office  (GAO)  reported  that  the  average  approval  times  for  new 
drug  applications  (NDAs)  submitted  to  the  FDA  in  1987  and  1992  were  33 
and  19  months,  respectively.^®  As  Dr.  Kessler  states: 

These  improved  approval  times  have  been  made  possible  by  shortening 
the  time  for  completion  of  most  first  reviews  to  only  12  months.  For  the 
drugs  submitted  to  the  FDA  in  fiscal  year  1994,  we  reviewed  and  acted  upon 
96  percent  of  them  on  time.  In  addition  the  GAO  found  that  by  1994,  FDA 
review  and  approval  times  were  faster  than  those  in  the  United  Kingdom.  ®® 

The  pharmaceutical  industry  supported  this  act  based  on  the  demon¬ 
strated  improvement  in  review  times.  Both  industry  and  the  FDA  wanted 
to  ensure  that  the  PDUFA  was  not  allowed  to  expire  at  the  end  of  its  5-year 
authorization. 

In  the  105th  Gongress  in  1997,  the  legislation  that  was  to  become  the 
FDAMA  was  drafted.  The  1997  bill: 


1.  Allowed  third-party  review  for  the  less  crucial  medical  devices 
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2.  Codified  programs  the  FDA  created  to  give  patients  experimental 
drugs  pending  approval 

3.  Gave  the  FDA  more  discretion  over  how  many  clinical  trials  manu¬ 
facturers  must  conduct  on  new  drugs  to  prove  their  effectiveness 

4.  Loosened  restrictions  on  health  claims  companies  can  make 

5.  Gave  companies  greater  latitude  to  make  economic  claims  for  their 
drugs 

6.  Allowed  companies  to  disseminate  information  on  unapproved  uses 
of  their  medications 

7.  Gave  companies  incentives  to  test  for  and  establish  the  pediatric 
doses  of  pharmaceuticals 

A  window  of  opportunity  provided  the  catalyst  for  FDAMA’s  passage. 
The  1997  bill  came  when  a  critical  deadline  was  approaching:  the  PDUFA 
has  a  5-year  life  span  and  was  due  for  reauthorization  or  expiration.  By 
allowing  the  FDA  to  collect  user  fees  with  the  PDUFA,  the  approval  time 
for  NDAs  was  greatly  reduced. Without  the  reauthorization  of  PDUFA, 
FDA  reviewers  added  under  PDUFA  funds  would  lose  their  jobs  on  Sep¬ 
tember  30, 1997.  “We’re  down  to  crunch  time,”  said  Garl  Feldbaum,  executive 
director  of  the  Biotechnology  Industry  Association.  “All  the  gains  of  the  last 
five  years  are  at  stake 

Following  enactment  of  the  FDAMA,  the  pharmaceutical  industry  had 
guidelines  under  which  it  could  disseminate  economic  information  as  well 
as  data  on  the  unapproved  indications  (off-label)  of  medications.  With  data 
now  available  on  pediatric  dosing  for  medications,  pharmacists  would  have 
critical  additional  information  to  use  in  their  professional  practices.  Finally, 
linking  PDUFA  funding  with  the  passage  of  FDAMA  assured  that  there  will 
be  a  debate  concerning  the  agency  and  FDA  reform  on  the  congressional 
calendar  every  5  years. 

Guidance  on  direct-to-consumer  advertising  (DTCA)  issued 

Dr.  David  Kessler’s  departure  from  the  FDA  removed  a  major  barrier  to 
expanding  DTGA  in  the  U.S.  Under  Dr.  Kessler’s  FDA  tenure,  pharmaceu¬ 
tical  firms  were  able  to  sponsor  advertisements  in  which  the  pharmaceutical 
name  (reminder  advertisement),  the  disease  that  it  treated  (help-seeking 
advertisement),  or  both  (product-claim  advertisement)  could  be  mentioned. 
The  communication  had  to  present  the  brief  summary  information  from  the 
approved  labeling,  providing  a  fair  balance  of  gains  and  risks  associated 
with  the  product.  The  format  for  broadcast  communications  is  brief;  conse¬ 
quently,  the  extensive  medical  warnings  that  were  required  under  these 
guidelines  made  direct-to-consumer  television  and  radio  advertisements  rel¬ 
atively  unattractive.^'^ 

With  the  growing  use  of  help-seeking  and  reminder  advertisements  and 
with  the  limited  information  they  provide  to  consumers,  there  was  growing 
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pressure  to  revisit  the  guidelines  for  broadcast  advertisements. However, 
Dr.  Kessler  was  opposed  to  increasing  these  advertisements.  Therefore,  his 
deparfure  from  fhe  FDA  was  fhe  impefus  for  modificafions  fo  DTCA. 

In  1997,  fhe  FDA’s  Draff  Guidance  on  direcf-fo-consumer  broadcasf 
adverfisemenfs  allowed  radio,  felevision,  and  felephone  communications  fo 
discuss  fhe  risks  associafed  wifh  medicafions  differenfly  fhan  in  reminder 
and  help-seeking  adverfisemenfs.^'*  The  audio  or  fhe  audio-visual  compo- 
nenfs  of  fhe  adverfisemenf  had  fo  confain  a  major  sfafemenf  of  fhe  mosf 
imporfanf  risks,  and  adequafe  provisions  had  fo  be  made  for  four  addifional 
sources  for  fhe  full  label  information  (brief  summary).^'* 

These  changes  made  broadcasf  communicafion  direcfly  fo  fhe  pafienf 
more  affracfive  fo  fhe  pharmaceufical  indusfry  and  ifs  use  underwenf  explo¬ 
sive  growfh  from  $790  million  in  1996  fo  $2.9  billion  in  2000.  The  increased 
public  awareness  of  specific,  offen  newer  medicafions  provides  an  opporfu- 
nify  for  fhe  pharmacisf  fo  provide  guidance  and  pafienf  counseling.  How¬ 
ever,  because  of  fhe  continued  link  befween  producf  and  paymenf,  limifed 
compensafion  from  healfh  care  providers  is  offered  for  delivering  fhese 
services. 


Pharmaceutical  care  as  the  new  paradigm 

The  1990s  marked  fhe  begirming  of  fhe  fiffh  sfage  of  pharmacy  pracfice  and 
a  new  paradigm,  pharmaceutical  care,  “fhe  responsible  provision  of  drug 
fherapy  for  fhe  purpose  of  achieving  definife  oufcomes  fhaf  improve  fhe 
pafienf’ s  qualify  of  life.”*  For  fhe  firsf  time,  fhe  profession  made  a  funda- 
menfal  shiff  away  from  fhe  producf  (i.e.,  medicafion)  toward  fhe  cognitive 
aspecfs  of  medical  care. 

In  pharmaceufical  care,  pharmacisfs’  knowledge,  skills,  and  capabilities 
are  fhe  same  as  in  clinical  pharmacy;  however,  fheir  affifudes  and  values 
differ.  The  shiff  from  clinical  pharmacy  fo  pharmaceufical  care  focuses  more 
affenfion  on  fhe  profession,  and  pharmacisfs  begin  fo  assume  responsibilify 
for  fhe  oufcome  of  medicafion  fherapy* 

The  Omnibus  Budgef  Reconciliation  Acf  of  1990  (OBRA  90)  includes 
aspecfs  of  pharmaceufical  care  fhaf  “recognized  pharmacisfs  as  professionals 
whose  expertise  can  be  effectively  utilized  fo  . . .  promote  rational  oufcomes 
from  drug  fherapy.”^  OBRA  90  requires  mandafory  drug  ufilizafion  review 
and  fhaf  pharmacisfs  offer  medicafion  counseling  for  Medicaid  beneficia¬ 
ries.^  Alfhough  fhis  legislafion  recognized  an  enhanced  professional  role  for 
communify  pharmacisfs,  requiring  fhaf  fhey  offer  fo  provide  medicafion 
counseling  and  answer  any  quesfions  fhaf  pafienfs  mighf  have  regarding 
fheir  prescribed  medicafions,  if  did  nof  change  fhe  reimbursemenf  sfrucfure. 
Exfemal  forces  dicfafed  fhe  confenf  of  professional  pracfice,  wifh  no  regard 
for  a  pharmacisf’s  compensafion. 
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Pharmacy  Technician  Certification  Board  established 

The  establishment  of  the  Pharmacy  Technician  Certification  Board  (PTCB) 
in  1995  supported  the  implementation  the  pharmaceutical  care  paradigmd® 
Consistent  with  the  professional  model  of  pharmaceufical  care,  more  phar- 
macisfs  are  beginning  fo  provide  direcf  pafienf  care  and  counsel  pafienfs 
on  fhe  appropriafe  uses  of  pharmaceuficals.  As  pharmacisfs  devofe  more 
fime  fo  services  involving  direcf  pafienf  confacf,  fhey  need  fo  rely  on 
pharmacy  fechnicians  as  exfenders  fo  obfain  pafienf  dafa,  enfer  pafienf  and 
prescripfion  informafion  info  compufer  sysfems,  and  compile  pafienfs’ 
prescripfionsd^ 

When  fhe  PTCB  began,  fhere  were  7,000  applicanfs  for  cerfificafion.  Af 
presenf,  fhe  program  continues  fo  grow  and  has  certified  over  104,000  phar¬ 
macy  fechniciansd®  For  fhe  fufure,  fhe  PTCB  is  seeking  ways  fo  promofe  fhe 
role  of  pharmacy  fechnicians  as  a  profession  and  fo  beffer  serve  pharmacisfs 
and  pafienfs  in  fhe  delivery  of  qualify  healfh  care. 

The  Fleetwood  Project 

Wifh  fhe  change  in  professional  pharmacy  practice  fo  fhe  pharmaceufical 
care  model,  pharmacisfs  and  pharmacy  organizations  realized  fhe  impor- 
fance  of  acquiring  evidence  of  fhe  impacfs  fhese  services  have  on  pafienf 
care.  The  American  Sociefy  of  Consulfanf  Pharmacisfs  Research  and  Educa- 
fion  Foundafion  began  a  research  program,  fhe  Fleetwood  Projecf,  fo  dem- 
onsfrafe  fhe  impacfs  of  consulfanf  pharmacy  services  on  pafienf  oufcomes 
and  healfh  care  cosfs.^°  The  Fleefwood  Projecf  is  an  inifiafive  fhaf  arose  from 
wifhin  fhe  profession  fo  supporf  change  in  professional  practice  in  confrasf 
fo  fhe  pracfice  responding  fo  fhe  nexf  exfemal  mandafe. 

The  Fleefwood  Projecf  consisfed  of  fhree  phases  of  research.  The  firsf 
phase  quanfified  fhe  cosf  of  medicafion-relafed  problems  in  nursing  facilifies 
and  esfimafed  fhe  value  of  consulfanf  pharmacisfs  in  fhese  settings.  This 
phase  defermined  fhaf  drug  regimen  review  conducfed  by  consulfanf  phar¬ 
macisfs  improved  pafienfs’  oufcomes  by  43%  and  saved  $3.6  billion  a  year 
by  avoiding  medicafion-relafed  problems.^° 

The  goal  of  fhe  second  research  phase  was  fo  fransifion  consulfanf  phar¬ 
macisfs  from  performing  refrospecfive  charf  reviews  fo  performing  prospec- 
five  evaluations  in  which  fhe  pharmacisfs  infervene  in  fhe  delivery  of  care. 
The  seffings  in  which  fhe  Fleefwood  Projecf  model  was  implemenfed 
increased  clinical  pharmacisf  decision  making,  increased  pharmacisfs’  infer- 
acfions  wifh  pafienfs  and  families,  and  improved  communication  among 
pafienfs’  healfh  care  feam  members. 

Incorporafing  findings  from  fhe  firsf  and  second  phases,  fhe  fhird  phase 
aimed  fo  idenfify  pharmacisf -sensifive  oufcomes.  During  fhis  phase,  pafienf 
oufcomes  mosf  sensifive  fo  pharmacisf  infervenfions  were  idenfified  and 
quanfified.  Once  fhese  were  idenfified,  fhe  Fleefwood  Projecf  model  was 
modified  fo  highlighf  fhese  specific  condifions  and  processes  associafed  wifh 
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pharmacist-sensitive  outcomes.^°  Projects  such  as  this  can  establish  evidence 
of  pharmaceutical  care.  For  a  program  to  be  implemented  successfully,  phar- 
macisfs  will  need  fo  roufinely  documenf  fheir  services  so  fhaf  fheir  impacfs 
on  pafienf  oufcomes  can  be  evaluafed.  The  Fleetwood  Project  demonstrates 
professional  inifiafed  change  and  serves  as  a  model  for  fhe  profession  and 
pharmaceufical  care. 

Institute  of  Medicine’s  To  Err  Is  Human  and  Crossing  the  Quality 
Chasm 

In  the  late  1990s,  quality  of  health  care  became  a  major  issue  for  health  care 
policy  in  the  U.S.  Repeatedly,  research  produced  evidence  of  small  area 
clinical  variations  in  preventing  and  treating  various  diseases  across  the 
country.  Kresowski  et  al.^  conducted  a  study  to  describe  the  variation  in  the 
utilization,  health  care  processes,  and  outcomes  for  carotid  endarterectomy 
(CEA)  procedures  in  10  states.  The  utilization  rates  of  CEA,  mortality  30 
days  after  CEA,  stroke  30  days  after  CEA,  and  warfarin  therapy  use  for 
Medicare  patients  between  June  1,  1995,  and  May  31,  1996,  were  evaluated. 
Utilization  rates  of  CEA  varied  from  25.7  to  38.4  procedures  per  10,000 
Medicare  beneficiaries  in  the  10  states.  This  suggests  that  there  is  a  need  for 
improvement  in  the  utilization,  processes  of  care,  and  outcomes  of  CEA.^® 
In  addition  to  regional  variations  for  treating  and  preventing  stroke, 
there  is  variation  surrounding  the  care  for  patients  with  breast  cancer.  In 
2001,  Stephens  et  al.^*’  performed  an  evaluation  comparing  the  performance 
of  West  Virginia  physicians  and  hospitals  to  those  in  other  states.  The 
research  used  a  set  of  22  quality  indicators  for  6  health  conditions  (breast 
cancer,  acute  myocardial  infarction,  diabetes,  heart  failure,  pneumonia,  and 
stroke)  that  had  been  targeted  by  Medicare’s  Health  Care  Quality  Improve¬ 
ment  Program  (HCQIP)  and  presumed  to  represent  national  priorities. 

Of  the  19  states  evaluated.  West  Virginia  ranked  below  the  50th  percen¬ 
tile  on  19  of  the  22  quality  indicators.  For  the  breast  cancer  quality  indicator, 
only  44%  of  female  beneficiaries  had  a  medical  claim  for  a  mammogram 
within  the  past  2  years. The  lowest  rates  of  mammography  screening  were 
seen  in  the  southwestern  part  of  the  state.  In  addition,  physician-specific 
rates  varied  from  less  than  10%,  with  the  highest  rate  of  greater  than  90% 
seen  in  obstetrician-g5mecologists.^*’ 

In  addition  to  evidence  of  regional  variation,  health  services  research 
had  demonstrated  decreased  rates  of  adherence  to  accepted  evidence-based 
therapeutic  guidelines.  Despite  widely  known  professional  guidelines  (i.e., 
sixth  report  of  the  Joint  National  Committee,  JNC-VI),  medical  consensus 
on  the  health  benefits  of  blood  pressure  control,  and  availability  of  effective 
mediations,  blood  pressure  is  poorly  controlled  in  the  U.S.^^  Data  from  a 
national  research  study  found  that  only  68%  of  patients  with  h5q)ertension 
are  aware  of  their  condition,  and  of  those  treated,  only  27%  have  their  blood 
pressures  controlled.^^ 
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With  the  growing  evidence  of  regional  variation  in  the  delivery  of  healfh 
care  and  fhe  low  adherence  fo  esfablished  fherapeufic  guidelines,  fhe  Com¬ 
mittee  on  fhe  Qualify  of  Healfh  Care  in  America  was  formed  in  1998.  The 
committee’s  charge  was  fo  creafe  a  plan  fo  improve  fhe  qualify  of  healfh 
care  wifhin  fhe  U.S.  over  fhe  following  10  years.  Ifs  firsf  reporf.  To  Err  Is 
Human:  Building  a  Safer  Health  System,  reporfed  fhaf  fhousands  of  Americans 
die  each  year  from  medical  errors.^®  In  fhe  U.S.,  more  people  die  each  year 
from  medical  errors  fhan  from  motor  vehicle  accidenfs,  breasf  cancer,  or 
AIDS.^®  The  dafa  used  wifhin  fhis  reporf  had  been  available  and  known  for 
some  fime;  however,  wifh  fhe  presenfafion  and  endorsemenf  by  fhe 
well-respecfed  Insfifufe  of  Medicine  (lOM),  fhe  dafa  gained  increased  sig¬ 
nificance  and  served  as  fhe  evidence  for  making  qualify  healfh  care  in  fhe 
U.S.  a  nafional  priorify. 

To  Err  Is  Human  confains  a  four-parf  plan  for  decreasing  fhe  number  of 
medical  errors,  and  each  parf  has  implications  for  fhe  pharmacy  profession. 
To  provide  leadership  and  a  research  focus  for  pafienf  safefy,  Parf  one  rec¬ 
ommends  fhe  creafion  of  a  confer  for  pafienf  safefy  wifhin  fhe  Agency  for 
Healfhcare  Research  and  Qualify  (AHRQ).  Pharmacy  organizations  and 
pharmacisfs  have  fhe  opporfunify  fo  confribufe  by  including  fhe  sfudy  of 
medical  errors  in  fheir  applied  research  agendas.  Using  fheir  experfise,  phar¬ 
macisfs  can  provide  inpuf  fo  fhe  nafional  goals,  fheir  confenf,  and  profes¬ 
sional  responsibilities  for  medicafion  safefy.^® 

Parf  fwo  of  fhe  plan  calls  for  esfablishing  an  error-reporfing  sysfem.  The 
reporf  suggesfs  a  fwo-prong  approach  in  which  a  nafional  program  is  firsf 
implemenfed  af  fhe  sfafe  level  fo  defecf  fhe  mosf  serious  errors.  Then,  a 
volunfary  confidenfial  sysfem  is  esfablished  fo  encourage  individuals  fo 
reporf  near  misses.^^  Pharmacisfs  can  parficipafe  in  bofh  acfivifies  fo  provide 
fheir  experfise  and  help  creafe  such  sysfems  in  fheir  insfifufions. 

Parf  fhree  involves  creating  safefy-relafed  performance  sfandards.  In 
ferms  of  healfh  professionals,  fhe  reporf  asks  licensing  organizations  fo 
examine  how  fhey  idenfify  unsafe  pracfifioners.  In  addition,  professional 
organizations  should  address  pafienf  safefy  in  nafional  conferences,  journals, 
and  framing  programs  (e.g.,  residencies).^^ 

The  lasf  parf  of  fhe  sfrafegic  plan  is  fo  ensure  fhaf  healfh  care  organiza- 
fions  implemenf  pafienf  safefy  improvemenf  inifiafives  wifhin  fheir  organi¬ 
zations.  Similar  fo  fhe  aviation  indusfry,  healfh  care  organizations  need  fo 
esfablish  a  culfure  of  pafienf  safefy. Instead  of  waiting  for  imposed  man- 
dafes,  pharmacisfs  can  work  wifhin  fheir  organizations  fo  develop  sysfems 
and  a  culfure  of  safefy.  Pharmacisfs  undersfand  a  unique  aspecf  of  medical 
care  delivery;  wifh  fhis  knowledge,  fhey  can  confribufe  fo  fhe  design  and 
help  lead  fhe  way  for  improvemenfs  in  safe  healfh  care  delivery. 

Safefy  is  only  one  aspecf  of  fhe  qualify  of  healfh  care  in  fhe  U.S.  The 
committee’s  second  reporf.  Crossing  the  Quality  Chasm:  A  New  System  for  the 
21st  Century,  sfafes  fhaf  fundamenfal  changes  are  needed  fo  achieve  an 
expected  level  of  qualify  in  healfh  care  services  wifhin  fhe  U.S.  In  Crossing 
the  Quality  Chasm,  fhe  IQM  posifs  13  recommendafions  fo  healfh  care  pro- 
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viders,  decision-makers,  purchasers,  and  stakeholders  on  how  to  transform 
the  health  care  delivery  system.  For  example,  under  Recommendation  5,  the 
lOM  suggests  that  as  one  of  fhe  firsf  sfeps  fo  change,  fhe  sysfem  should  place 
greafer  emphasis  on  prevalenf  conditions.  By  focusing  affenfion  on  wide¬ 
spread  diseases,  considerable  improvemenfs  can  be  made  in  fhe  qualify  of 
fhe  care  fhaf  pafienfs  receive.*’  Pharmacisfs  can  play  a  vifal  role  in  fhis  efforf 
by  idenfifying  opporfunifies  for  improved  medication  use  by  fhis  subsef  of 
pafienfs. 

These  lOM  reporfs  can  serve  as  sfimuli  for  fhe  pharmacy  profession  fo 
inifiafe  improvemenfs  in  fhe  qualify  of  care  delivered  fo  pafienfs  and  fo 
reduce  fhe  exfenf  and  severify  of  medical  errors  wifhin  fhe  U.S.  This  is  an 
opporfunify  for  pharmacisfs  fo  insfifufe  improvemenfs  from  wifhin  fhe  pro¬ 
fession,  insfead  of  waifing  for  imposed  changes  from  ofher  healfh  profes¬ 
sions,  indusfries,  or  regulatory  bodies.  Pharmacisfs  are  framed  wifh  a  unique 
sef  of  skills  and  expertise  regarding  medication  use.  Working  as  parf  of  a 
feam  of  healfh  care  professionals,  fhese  skills  can  be  used  fo  beffer  serve  fhe 
public,  lead  fo  improvemenfs  in  fhe  qualify  of  care,  and  enhance  fhe  profes¬ 
sional  aspecfs  of  pharmacy  practice. 


Future  health  policy 

As  we  enfer  fhe  21sf  cenfury,  many  healfh  policy  concerns  face  fhe  U.S.: 
fhe  uninsured,  an  aging  populafion,  rising  healfh  care  cosfs,  barriers  fo 
access  fo  healfh  care  services,  and  bioferrorism.  Wifh  fhe  unfolding  of  fhese 
issues,  fhere  will  surely  be  changes  in  fhe  pracfice  of  pharmacy,  yef  if  is 
essenfial  fhaf  fhe  profession  be  proacfive  rafher  fhan  reacfive.  Over  fhe  lasf 
150  years,  many  of  fhe  changes  wifhin  fhe  profession  have  been  due  fo 
mandafes  imposed  on  fhe  pracfice  of  pharmacy  as  opposed  fo  inifiafives 
from  wifhin  fhe  profession.  Now,  pharmacisfs  may  begin  fo  change  fhis 
hisforical  paradigm  wifhin  fhe  profession  and  insfifufe  modificafions  fo 
fhe  pracfice  of  pharmacy. 

For  fhe  fufure,  one  of  fhe  greafesf  concerns  for  fhe  nation,  and  always 
up  for  debafe,  is  fhe  sfrucfure  and  financing  of  fhe  Medicare  program. 

Restructuring  and  refinancing  Medicare 

Resfrucfuring  fhe  Medicare  program’s  financing  is  a  confinuing  debafe. 
Since  ifs  incepfion  in  1965,  fhe  Medicare  program  has  become  a  healfh  care 
program  for  individuals  wifh  chronic  diseases.  Flowever,  fhe  program  was 
designed  and  sfrucfured  primarily  fo  provide  insurance  for  acufe  healfh 
care  episodes  (i.e.,  hospifalizafions),  as  evidenced  by  fhe  lack  of  specific 
healfh  care  insurance  benefifs  covered  fhrough  fhe  Medicare  program. 
Neifher  Parf  A  nor  Parf  B  of  fhe  Medicare  program  offers  fhe  following 
services:  oufpafienf  prescripfion  medicafions,  roufine  physical  examina¬ 
tions,  complefe  long-ferm  care  services,  vision  care,  eyeglasses,  or  preven¬ 
tive  services. 
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Despite  measures  to  control  the  health  care  expenditures  via  adjustments 
to  reimbursements.  Medicare  health  care  costs  continue  to  rise.  The  cohort 
of  U.S.  baby  boomers  is  aging  and  will  soon  be  eligible  for  Medicare  benefifs. 
Wifh  fheir  eligibilify  will  also  come  increased  demand,  use,  and  cosfs  of 
healfh  care  services.  As  currenfly  financed,  fhe  Medicare  frusf  funds  mighf 
nof  continue  fo  be  solvenf  and  mighf  nof  be  able  fo  provide  adequafe  cov¬ 
erage  for  beneficiaries  in  fhe  fufure.  The  lafesf  reporf  predicfs  fhaf  Medicare 
Parf  A,  fhe  hospifal  frusf  fund,  should  be  solvenf  unfil  2029.^^  However,  fhis 
esfimafe  can  flucfuafe  greafly,  given  bofh  modeling  assumptions  and  fhe 
currenf  economic  condifions  of  fhe  U.S.  Therefore,  fhere  is  sfill  a  need  fo 
consider  modifications  fo  fhe  financing  mechanisms  for  fhe  Medicare  pro¬ 
gram  fo  mainfain  ifs  viabilify. 

Quality-based  Medicare  provider  payment 
As  concerns  over  fhe  cosfs  and  fhe  qualify  of  fhe  healfh  care  for  Medicare 
beneficiaries  grew,  in  1992,  fhe  CMS  developed  a  new  program  for  assessing 
qualify,  fhe  Healfh  Care  Qualify  Improvemenf  Program  (HCQIP).^^®  The 
HCQIP’s  aims  are  fo: 

1.  Develop  scientifically  based  qualify  indicators. 

2.  Idenfify  opporfunifies  fo  improve  fhe  care  provided  fo  Medicare 
beneficiaries  by  examining  patterns  of  care. 

3.  Communicafe  fhe  paf ferns  of  care  wifh  healfh  care  professionals  and 
providers. 

4.  Promote  qualify  improvemenf  via  sysfem  enhancemenfs. 

5.  Evaluafe  programs.^'' 

The  HCQIP  concenfrafes  on  six  clinical  areas  of  national  priorify:  acute 
myocardial  infarction,  breasf  cancer,  diabefes,  hearf  failure,  pneumonia,  and 
sfroke.  The  CMS  selected  fhese  specific  areas  based  on  fheir  public  healfh 
imporfance  as  well  as  fhe  feasibilify  of  fheir  measuremenf  and  qualify 
improvemenf. 

Wifh  fhe  HCQIP,  fhere  is  an  opporfunify  fo  resfrucfure  provider  pay- 
menfs  under  fhe  currenf  Medicare  program  fo  emphasize  fhe  qualify  of  care 
fhaf  beneficiaries  receive.  Medicare,  as  fhe  purchaser  of  healfh  care  for  over 
39  million  individuals  in  fhe  U.S.,  has  an  opporfunify  fo  demand  qualify 
healfh  care  services.  Qualify  indicafors  for  HCQIP’s  six  clinical  areas  have 
been  developed;  fhese  could  serve  as  an  early  implemenfafion  phase  of  a 
new  reimbursemenf  program. 

However,  only  determining  a  provider’s  adherence  fo  a  sef  of  qualify 
indicafors  for  a  populafion  wifh  a  particular  clinical  condition  is  nof  suffi- 
cienf.  Wifhin  a  disease  cafegory  fhere  are  levels  of  severify  and  associafed 
morbidify.  If  is  presumed  fhaf  fhe  sicker  fhe  pafienfs,  fhe  less  likely  fhey 
mighf  be  fo  exhibif  improvemenfs,  and  fherefore  less  likely  fo  have  posifive 
oufcomes  due  fo  clinical  care  received.  To  ensure  equifable  paymenf  based 
on  fhe  qualify  of  care  provided,  fhe  severify  of  illness  of  a  provider’s  Medi- 
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care  patient  population  needs  to  be  considered  explicitly  in  the  payment 
structure. 

Pharmacists  as  Medicare  health  care  providers 
As  of  this  writing,  legislation  is  before  fhe  U.S.  Congress  proposing  reim- 
bursemenf  of  pharmacisfs’  services  delivered  fo  Medicare  beneficiaries.  Cur- 
renfly,  pharmacisfs  receive  Medicare  reimbursemenf  for  providing  educafion 
fo  pafienfs  wifh  diabefes.  To  illusfrafe  how  fhis  legislafion  could  build  on 
fhe  experience  wifh  pharmacisfs  in  disease  and  drug  fherapy  managemenf 
(collecfive  drug  fherapy  managemenf,  CDTM)  fo  improve  fhe  qualify  of  care 
delivered  in  fhe  U.S.,  issues  surrounding  afrial  fibrillafion  and  sfroke  will  be 
discussed. 

In  various  settings  such  as  Veferans  Adminisfrafion  oufpafienf  clinics, 
Kaiser  Permanenfe  oufpafienf  services,  hospifal-based  oufpafienf  clinics, 
physician  offices,  and  communify  pharmacies,  pharmacisfs  have  been  suc¬ 
cessfully  managing  pafienfs’  warfarin  fherapy. Research  demonsfrafes 
fhe  posifive  oufcomes  associafed  wifh,  and  fhe  cosf-effecfiveness  of,  phar- 
macisf-run  warfarin  clinics. In  addifion,  wifh  over  60,000  pharmacies 
across  fhe  U.S.,  pharmacisfs  are  readily  available  wifhin  mosf  communifies.^^ 

In  fhe  fufure,  fhe  CMS  could  mandafe  fhaf  in  order  fo  receive  reimburse¬ 
menf,  a  pharmacisf  needs  fo  be  cerfified  in  anficoagulafion  managemenf. 
Currenfly,  fhe  American  College  of  Clinical  Pharmacy,  fhrough  selecfed  fram¬ 
ing  sifes,  offers  anficoagulafion  cerfificafion  across  fhe  counfry.'^'^  Medicare 
could  fhen  reimburse  pharmacisfs  for  fhe  managemenf  of  warfarin  fherapy 
for  pafienfs  wifh  afrial  fibrillafion.  As  Medicare  providers,  pharmacisfs 
would  be  held  fo  fhe  same  sfandards  and  provisions  for  reimbursemenf  as 
ofher  providers.  By  ufilizing  ubiquifous  communify-based  healfh  care  pro¬ 
fessionals  such  as  pharmacisfs  as  a  means  for  primary  sfroke  prevenfion,  fhe 
qualify  of  care  for  Medicare  beneficiaries  will  improve  (see  Chapfer  18). 

Pharmacogenetics  and  pharmacogenomics 

Pharmacogenefics  and  pharmacogenomics  are  emerging  healfh  care  issues 
fhaf  will  increasingly  affecf  fhe  profession  of  pharmacy.  Since  1990,  fhe 
Human  Genome  Projecf  has  been  working  fo  complefe  fhe  mapping  of 
human  genefic  informafion.  Because  of  improvemenfs  in  fhe  sequencing 
fechnology,  fhe  complefe  DNA  sequence  should  be  complefed  2  years  ahead 
of  schedule,  in  2003.® 

Pharmacogenefics  is  fhe  sfudy  of  fhe  variabilify  in  medicafion  response 
and  foxicify  due  fo  an  individual’s  genefic  factors.  Pharmacogenomics  is  fhe 
field  in  which  fhe  dafa  gained  fhrough  pharmacogenefics  are  used  fo  develop 
and  prescribe  medications.  A  clear  implication  is  fhaf  a  pharmacisf  may  be 
able  fo  use  a  pafienf’s  genefic  informafion  fo  selecf  fhe  mosf  appropriafe 
medicafion  for  fherapeufic  response  wifh  fhe  leasf  risk  of  side  effecfs.  For 
example,  mufafions  in  pafienfs’  CYP450  enzymes  may  resulf  in  differences 
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in  metabolism  of  medications  and  therefore  differences  in  responses  to  and 
adverse  effects  of  a  given  medication.® 

With  genetic  information,  pharmacists  can  begin  to  counsel  patients  on 
their  genetic  information  and  why  that  determines  their  specific  medica¬ 
tions.®  However,  knowledge  of  a  patient’s  genetic  information  has  ethical, 
legal,  and  social  implications.  How  will  this  data  be  used?  What  additional 
privacy  protections  are  needed?  Who  will  pay  for  this  information  and 
decide  which  drugs  are  most  appropriate?  Such  questions  need  to  be 
resolved  before  the  wealth  of  information  gained  from  the  Human  Genome 
Project  can  be  effectively  and  appropriately  used  to  select  medications  for 
individuals. 


Internet  and  e-prescriptions 

With  the  advent  of  the  Internet,  pharmacy  practice  has  changed  considerably 
(see  Chapter  24).  Pharmacists  practicing  in  the  1940s  would  probably  have 
never  imagined  the  technological  capabilities  of  present  times.  Not  only  are 
almost  all  prescriptions  filled  with  the  use  of  computers,  but  patients  now 
get  online,  gain  information  about  medications,  order  prescriptions,  and 
come  to  the  pharmacy  with  probing  questions  based  on  the  information  they 
obtain  from  the  Internet. 

With  the  Internet,  e-prescriptions  have  emerged.  Physicians  can  now 
transmit  electronic  prescriptions  directly  into  managed  care  pharmacy  net¬ 
works  and  pharmacy  benefit  management  systems.®  In  addition,  physicians 
can  send  prescriptions  to  online  pharmacies  (e.g.,  www.CVS.com)  via  their 
office  computers  or  personal  digital  assistants  (e.g.,  Palm''''^  Pilot).®  This 
technology  is  revolutionary  and  may  change  the  current  U.S.  health  care 
system.  In  light  of  the  recent  lOM  reports*’-^®  discussed  earlier,  this  technology 
has  the  potential  to  decrease  medical  errors  and  increase  the  quality  of  health 
care.  With  e-prescriptions,  pharmacists  do  not  have  to  decipher  a  physician’s 
handwriting  to  determine  the  name,  dose,  and  strength  of  a  prescribed 
medication.  In  addition,  e-prescriptions  can  potentially  increase  the  produc¬ 
tivity  of  pharmacists  as  well  as  prescribers  with  the  associated  decrease  in 
telephone  time.  By  using  their  unique  knowledge  of  medical  information 
and  delivery,  pharmacists  can  become  involved  in  developing  the  decision 
rules,  software,  and  technology  for  e-prescriptions.  However,  the  exact  roles 
that  pharmacists  will  perform  in  this  new  arena  and  the  impacts  of  e-pre- 
scriptions  on  the  daily  activities  of  pharmacists  are  still  developing. 


Conclusion 

In  the  U.S.,  there  has  been  considerable  change  in  the  practice  of  pharmacy 
over  the  last  150  years.  At  key  points  during  the  profession,  seminal  events 
within  health  care  policy  and  the  U.S.  health  care  system  forced  change  within 
the  field  of  pharmacy  practice.  However,  few  of  these  instances  for  change 
were  initiated  from  within  the  profession.  The  pharmacy  profession  has  seen 
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an  amazing  evolution  from  the  passage  of  legislation  to  ensure  safe  and  effec¬ 
tive  medication  use  to  the  recent  emergence  of  pharmacogenomics  and  the 
potential  for  the  selection  of  high-tech  medications  in  the  21st  century. 

Health  care  policy  in  the  U.S.  is  sure  to  change  over  the  next  century. 
Individual  pharmacists  and  those  in  positions  of  leadership  have  the  oppor¬ 
tunity  to  participate  in  formulating  the  emerging  health  care  policies  and 
developing  initiatives  to  enhance  the  profession.  It  is  up  to  pharmacists,  as 
members  of  the  health  care  team,  to  ensure  that  these  changes  lead  to 
improved  quality  of  care  for  Americans. 

Pharmacists  must  continue  to  differentiate  the  services  that  they  deliver 
from  the  pharmaceutical  product,  i.e.,  pharmaceutical  care,  and  demonstrate 
the  impact  of  their  professional  training  on  patient  care.  Pharmacists  need 
to  be  proactive,  which  requires  sacrificing  time  and  committing  to  long-term 
goals.  Remaining  reactive  to  external  pressures  may  mean  the  marginaliza- 


tion  of  the  profession. 

Table  20.1 

Seminal  Health  Policy  Events 

Year 

Event 

Implication  or  Impact  for  Pharmacy 
Practice 

1855 

Establishment  of  pharmaceutical 
industry 

•  Moved  pharmacists 
manufacturing  to  dispensing 
activities 

1860s 

1906 

Creation  of  the  Food  and  Drug 
Administration  (FDA) 

Passage  of  Federal  Food  and  Drug  Act 

•  Required  medications  to  meet 
specifications  for  strength, 
quality,  and  purity 

1938 

Food,  Drug,  and  Cosmetic  Act  of  1938 

•  Required  medications  to 
demonstrate  they  are  safe 

•  Prohibited  pharmaceutical 
industry  from  making  false 
therapeutic  claims 

1930s-1940s  Creation  of  first  Health  Maintenance 
Organization 

•  Created  a  new  system  for  the 
organization  and  reimbursement 
of  health  care  services 

1940s 

Creation  of  National  Institutes  of  Health 

•  Increased  research  initiatives  to 
determine  the  etiology  of  diseases 

1946 

Hill-Burton  Hospital  Construction  Act 

•  Allocated  monies  for  the 
construction  of  hospital  across  the 
country 

•  Helped  create  hospital  pharmacy 
positions 

1951 

Durham-Humphrey  Act  of  1951 

•  Created  two  classes  of 

medications:  legend  and 
over-the-counter  medications 


•  Placed  greater  restrictions  on 
pharmacists 

•  Helped  create  the  era  of  “count, 
pour,  lick,  and  stick” 
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Table  20.1  Seminal  Health  Policy  Events  (continued) 


Year 

Event 

Implication  or  Impact  for  Pharmacy 
Practice 

1962 

Kefauver-Harris  Amendments  to  the 
Food,  Drug,  and  Cosmetic  Act  of 
1938 

•  Required  medications  to 
demonstrate  their  safety  and 
effectiveness 

•  Created  the  FDA  drug  approval 
process 

•  Required  randomized  clinical 
trials  for  medications 

1965 

Creation  of  U.S.  Medicare  and 
Medicaid  Programs 

Medicare 

•  Stimulated  the  growth  of  hospital 
pharmacy  positions 

Medicaid 

•  Created  demand  for  millions  of 
prescriptions 

•  Created  administrative  issues 

•  Created  prepaid  third-party 
prescription  payment  systems 

1973 

HMO  Act  of  1973 

•  Created  the  environment  for 
HMO  expansion  in  the  future 

1995 

Pharmacy  Technician  Certification 
Board  established 

•  Created  a  credentialing  body  for 
pharmacy  technician  practices 

•  Allowed  pharmacists  to  engage 
in  pharmaceutical  care  more 
readily 

1997 

FDA  Modernization  Act  of  1997 

•  Created  FDA  reform 

•  Allowed  the  pharmaceutical  in¬ 
dustry  to  disseminate  economic 
information  and  unapproved 
indications  for  medications 

•  Increased  information  (e.g., 
pediatric  dosing)  for  pharmacists 

1997 

Draft  Guidance  for  Industry  on  DTCA 

•  Allowed  broadcast 
advertisements  to  contain  limited 
risk  and  benefit  information 

•  Required  adequate  provision  for 
alternative  sources  of  complete 
labeling  information 

1998-2000 

Creation  of  Committee  on  the  Quality 
of  Health  Care  in  America 

•  To  Err  Is  Human:  Building  a  Safer 
Health  System 

•  Crossing  the  Quality  Chasm:  A  New 
System  for  the  21st  Century 

•  Created  opportunities  for 
pharmacists  to  provide  guidance 
on  system  to  decrease  medical 
errors 

•  Created  opportunities  for  phar¬ 
macy  organizations  to  include 
medical  errors  on  research 
agendas 
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Regardless  of  one's  accomplishments  or  the  recognition  one  receives  for 
such  laudable  programs  and  activities,  professional  excellence  ultimately 
implies  more.  I  believe  such  accomplishments,  while  recognized  as  mile¬ 
stones  of  excellence,  are  only  byproducts  of  the  consistent  day-to-day 
journey  toward  such  worthy  goals.  In  other  words,  professional  excel¬ 
lence  is  more  than  any  destination  or  achievement,  it  includes  the  jour¬ 
ney  itself.  ^ 


Billy  W.  Woodward 


Introduction 

The  U.S.  healfh  care  sysfem  is  a  unique  infegrafion  of  privafe  and  public 
organizafions  fhaf  regulafe,  provide,  and  pay  for  healfh  care  services.  In  mosf 
ofher  counfries,  nafional  govemmenfs  exerf  much  more  confrol  over  how 
healfh  care  is  provided,  funding  for  fheir  nations’  healfh  services,  and  defining 
fhe  roles  and  framing  of  healfh  professionals.  The  resulf  is  fhaf  nafional  aufhor- 
ifies,  such  as  fhe  minisfry  of  healfh,  are  able  fo  exerf  significanf  and  cenfral 
aufhorify  over  healfh  care,  how  and  fo  whom  if  is  delivered,  and  fhe  qualifi¬ 
cations  and  practice  expecfafions  of  healfh  professionals.  In  fhe  U.S.,  fhe 
sfafe-based  regulation  of  pharmacy  and  pharmacisfs  by  boards  of  pharmacy, 
payers  of  healfh  care  and  pharmacisf  services  fhaf  include  employer  sponsored 
insurance  programs,  sfafe-confrolled  Medicaid  programs,  and  federally 
funded  Medicare,  along  wifh  a  myriad  of  nongovemmenfal  nafional  sfandard 
setting  and  assessmenf  organizafions,  meef  fhe  need  of  pharmacy  fo  pharmacy 
practice.  Over  fhe  pasf  two  decades,  fhe  increased  focus  on  pharmacisf-pro- 
vided  pafienf  care  services  and  increased  specialization  wifhin  pharmacy  has 
lead  fo  fhe  creation  of  new  sfandard-seffing  organizafions  and  new  practice 
credentials,  wifh  fhe  ulfimafe  goal  fo  define,  validafe,  and  advance  pharmacisf 
pafienf  care  responsibilities  and  capabilities. 

Defining  sfandards  for  pharmacisfs,  pharmacy  pracfice,  and  pharmacy 
education  and  assessing  whefher  fhese  sfandards  are  achieved  meefs  various 
needs  of  fhe  profession,  fhe  public,  sfafe,  and  federal  govemmenfs,  and 
funding  organizafions.  The  sfandards  may  apply  fo  enfry-level  education 
and  framing  programs  for  pharmacisfs  and  pharmacy  fechnicians  or  fo  indi¬ 
vidual  pharmacisfs  and  pharmacy  fechnicians  seeking  fo  demonsfrafe 
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achievement  of  entry-level  or  advanced  practice  abilities.  Pharmacies,  or 
patient  care  organizations  such  as  hospitals  that  provide  pharmacy  services, 
also  seek  to  demonstrate  their  adherence  to  program  standards  that  impact 
pharmacist  roles  and  the  effectiveness  of  pharmacy  services  and  how  med¬ 
ications  are  used.  This  chapter  reviews  such  programs  and  the  outcomes 
that  each  seeks  to  achieve. 

Overview  of  pharmacy  licensure,  accreditation  of 
organizations,  and  credentialing  of  practitioners 

When  pharmacists  obtain  the  authority  to  practice  the  profession  by  passing 
the  pharmacy  licensure  examination  and  obtaining  their  state  pharmacist 
license,  they  have  demonstrated  their  ability  to  meet  the  minimum  standards 
required  to  practice  as  a  pharmacist.  To  reach  this  point,  they  have  either 
graduated  from  an  accredited  college  of  pharmacy  or  passed  an  equivalency 
evaluation  of  their  pharmacy  education  obtained  from  a  foreign  college  of 
pharmacy.  They  have  also  passed  a  state  board  examination  that  assesses 
the  broad-based  knowledge  and  skills  learned  during  the  didactic  and  expe¬ 
riential  education  in  pharmacy  school. 

It  becomes  quickly  apparent  to  pharmacy  students  considering  employ¬ 
ment  that  they  must  choose  from  a  wide  range  of  practice  settings  and  t5q)es 
of  pharmacy  practice  that  demand  ongoing  commitment  to  education  to 
further  develop,  achieve,  and  sustain  a  baseline  level  of  specialty  knowledge 
to  meet  effectively  the  unique  expectations  of  their  chosen  area  of  pharmacy 
practice.  Although  the  pharmacy  profession  in  the  U.S.  currently  does  not, 
by  law,  require  any  periodic  reassessment  of  a  pharmacist’s  competency, 
practicing  pharmacists  are  confronted  with  a  wide  range  of  credentials  that 
allow  them  or  an  organization  (employer,  privileging  body,  accrediting  body, 
etc.)  to  verify  that  they  have  achieved  unique  or  advanced  levels  of  knowl¬ 
edge  and  skill.  To  guide  the  profession  and  pharmacists  pursue  such  cre¬ 
dentials,  11  pharmacy  organizations  joined  together  to  form  the  Council  on 
Credentialing  in  Pharmacy  (CCP)  in  1998.  In  2000,  this  council  published  a 
white  paper  entitled  “Credentialing  in  Pharmacy,’’^  which  has  provided  guid¬ 
ance  to  the  profession.  A  very  useful  component  of  the  white  paper  is  the 
definition  section  describing  and  defining  credentialing  programs  (Table 
21.1).  The  entire  white  paper  can  be  found  on  CCP’s  Web  site  at  www.phar- 
macycredentialing.org.  The  process,  scope,  and  value  of  technician  education 
and  certification  face  similar  issues  and  are  also  addressed  in  this  chapter. 

Organizations  that  educate  or  employ  pharmacists  are  subject  to  stan¬ 
dards  that  assure  the  quality  of  their  graduates  or  that  the  services  they 
provide  to  patients  meet  established  standards.  Although  such  accreditation 
is  often  described  as  voluntary  and  conducted  by  nongovernmental  organi¬ 
zations  established  and  controlled  by  professionals,  government  require¬ 
ments  or  reimbursement  criteria  usually  necessitate  organizations  to  become 
accredited.  For  example,  all  U.S.  pharmacy  colleges  seek  American  Council 
for  Pharmaceutical  Education  (ACPE)  accreditation  because  a  condition  of 
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Table  21.1  Definitions 

Accreditation:  The  process  whereby  an  association  or  agency  grants  public 
recognition  to  an  organization  that  meets  certain  established  qualifications  or 
standards,  as  determined  through  initial  and  periodic  evaluations. 

Certificate  training  program:  A  structured,  systematic  postgraduate  education  and 
continuing  education  experience  for  pharmacisfs  that  is  generally  smaller  in 
magnitude  and  shorter  in  duration  than  a  degree  program.  Certificate  programs 
are  designed  to  instill,  expand,  or  enhance  practice  competencies  through  the 
systematic  acquisition  of  specific  knowledge,  skills,  attitudes,  and  performance 
behaviors. 

Certificate:  A  document  issued  to  a  pharmacist  on  successful  completion  of  the 
predetermined  level  of  performance  of  a  certificate  training  program  or  of  a 
pharmacy  residency  or  fellowship. 

Certification:  The  voluntary  process  by  which  a  nongovernmental  agency  or 
association  formally  grants  recognition  to  a  pharmacist  who  has  met  certain 
predetermined  qualifications  specified  by  the  organization.  This  recognition 
designates  to  the  public  that  the  holder  has  attained  the  requisite  level  of 
knowledge,  skill,  or  experience  in  a  well-defined,  often  specialized,  area  of  the 
total  discipline.  Certification  entails  assessment,  including  testing,  an  evaluation 
of  the  candidate’s  education  and  experience,  or  both.  Periodic  recertification  is 
usually  required  to  retain  the  credential. 

Competence:  The  ability  to  perform  one’s  duties  accurately,  make  correct 
judgments,  and  interact  appropriately  with  patients  and  with  colleagues. 
Professional  competence  is  characterized  by  good  problem-solving  and 
decision-making  abilities,  a  strong  knowledge  base,  and  the  ability  to  apply 
knowledge  and  experience  to  diverse  patient-care  situations. 

Competency:  A  distinct  skill,  ability,  or  attitude  that  is  essential  to  the  practice  of 
a  profession.  Individual  compefencies  for  pharmacists  include,  for  example, 
mastery  of  aseptic  technique  and  achievement  of  a  thought  process  that  enables 
one  to  identify  therapeutic  duplications.  Pharmacists  must  master  a  variety  of 
competencies  in  order  to  gain  competence  in  their  profession. 

Continuing  education:  Organized  learning  experiences  and  activities  in  which 
pharmacists  engage  after  they  have  completed  their  entry-level  academic 
education  and  training.  These  experiences  are  designed  to  promote  the  continuous 
development  of  the  skills,  attitudes,  and  knowledge  needed  to  maintain 
proficiency,  provide  quality  service  or  products,  respond  to  patient  needs,  and 
keep  abreast  of  change. 

Credential:  Documented  evidence  of  professional  qualifications.  For  pharmacists, 
academic  degrees,  state  licensure,  and  board  certification  are  examples  of 
credentials. 

Credentialing:  (1)  The  process  by  which  an  organization  or  institution  obtains, 
verifies,  and  assesses  a  pharmacist’s  qualifications  to  provide  patient  care  services. 
(2)  The  process  of  granting  a  credential  (a  designation  that  indicates  qualifications 
in  a  subject  or  an  area). 

Fellowship:  A  directed,  highly  individualized  postgraduate  program  designed  to 
prepare  a  pharmacist  to  become  an  independent  researcher. 

License:  A  credential  issued  by  a  state  or  federal  body  that  indicates  that  the  holder 
is  in  compliance  with  minimum  mandatory  governmental  requirements  necessary 
to  practice  in  a  particular  profession  or  occupation. 
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Table  21.1  Definitions  (continued) 

Licensure:  The  process  of  granting  a  license. 

Pharmacy  technician:  An  individual  who,  under  the  supervision  of  a  licensed 
pharmacist,  assists  in  pharmacy  activities  not  requiring  the  professional  judgment 
of  the  pharmacist. 

Privileging:  The  process  by  which  a  health  care  organization,  having  reviewed  an 
individual  health  care  provider’s  credentials  and  performance  and  found  them 
satisfactory,  authorizes  the  individual  to  perform  a  specific  scope  of  patient  care 
services  within  the  organization. 

Residency:  An  organized,  directed,  postgraduate  training  program  in  a  defined 
area  of  pharmacy  practice. 

Traineeship:  A  short,  intensive,  clinical  and  didactic  postgraduate  educational 
program  intended  to  provide  the  pharmacist  with  knowledge  and  skills  needed 
to  provide  a  high  level  of  care  to  patients  with  specific  diseases  or  conditions. 

Source:  From  CCP,  White  paper:  credentialing  in  pharmacy  (September  2000). 

their  graduates  taking  state  board  examinations  is  that  their  college  has  been 
accredited  by  the  ACPE.  Although  the  profession,  through  the  ACPE,  defines 
fhe  sfandards  for  how  a  pharmacy  sfudenf  is  educafed,  a  sfafe’s  requiremenfs 
provide  liffle  alfernafive  fo  colleges  ofher  fhan  fo  assure  fhaf  fhey  meef  ACPE 
requiremenfs.  Likewise,  fhe  JCAHO  accredifafion  of  hospifals  is  linked  fo 
eligibilify  for  Medicare  paymenfs;  fherefore,  pharmacisfs  pracf icing  in  hos¬ 
pifals  and  ofher  fypes  of  healfh  care  facilifies  are  impacfed  by  fhe  pharmacy 
and  medicafion  use  sfandards  defined  by  JCAHO  and  ofher  accrediting 
organizations. 

The  continued  evolution  of  drug  knowledge  and  medicafion  sysfems, 
fhe  growing  number  and  complexify  of  medicafions,  and  fhe  public’s  heighf- 
ened  expecfafions  of  qualify  heafh  care  and  safe  use  of  medicafions  have 
creafed  new  opporfunifies  and  challenges  for  pharmacisfs.  These  develop- 
menfs  have  broughf  abouf  fhe  need  for  pharmacisfs  fo  demonsfrafe  contin¬ 
ued  advancemenf  of  baseline  and  specialized  knowledge  and  compefency 
fo  meef  pafienf  care  needs.  Increasingly,  pharmacisfs  are  achieving  advanced 
framing  and  pracfice  credenfials  beyond  fheir  inifial,  enfry-level  licenses. 
Each  pharmacy  sfudenf,  and  especially  pharmacisfs  early  in  fheir  profes¬ 
sional  practices,  should  undersfand  fhe  opfions,  requiremenfs,  and  implica- 
fions  of  pursuing  such  credenfials  and  fhe  associafed  organizafions  and 
requiremenfs. 


Improving  and  assuring  quality  of  practitioners’  pharmacist 
education 

The  ACPE  was  formed  in  1932  by  fhe  American  Associafion  of  Colleges  of 
Pharmacy  (AACP),  fhe  American  Pharmaceufical  Associafion,  and  fhe 
National  Associafion  of  Boards  of  Pharmacy  (NABP)  for  fhe  accredifafion  of 
preservice  educafion.  Af  presenf,  graduafion  from  an  ACPE-accredifed  col¬ 
lege  of  pharmacy  is  required  by  mosf  U.S.  sfafe  boards  of  pharmacy  in  order 
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to  take  pharmacy  licensure  exams.  The  U.S.  Department  of  Education  also 
recognizes  the  ACPE  accreditation  of  fhe  professional  degree  program  in 
pharmacy.  Whereas  fhe  fhree  founding  organizafions  and  fhe  American 
Council  on  Educafion  recommend  appoinfees  fo  ifs  board,  fhe  ACPE  func- 
fions  as  an  autonomous  and  independenf  agency.  ACPE  sfandards  define 
fhe  educational,  scientific,  and  professional  principles  and  expecfafions  of 
bofh  didacfic  and  experienfial  pharmacy  educafion.^ 

The  ACPE  confinues  fo  assess  ifs  sfandards  as  a  means  of  advancing  fhe 
profession  and  in  response  fo  changes  in  pharmacy  pracfice  and  in  fhe  field 
of  educafion  bofh  domestically  and  infemafionally.  One  of  fhe  mosf  signif- 
icanf  changes  in  pharmacy  educafion  resulfed  from  fhe  1999  decision  by  fhe 
ACPE  fo  recognize  fhe  Doctor  of  Pharmacy  degree  as  fhe  only  accredifed 
pharmacy  degree  program,  effective  wifh  all  2005  graduating  classes.  As  a 
resulf,  all  U.S.  colleges  of  pharmacy  have  fransifioned  from  fhe  Bachelor  of 
Science  in  pharmacy  for  all  incoming  sfudenfs.  In  2005,  fhe  ACPE  will  dis¬ 
continue  ifs  accredifafion  sfandard  for  fhe  B.S.  in  pharmacy.  In  2002,  fhe 
ACPE  also  accredifed  fhe  Beiruf  College  of  Pharmacy  in  Lebanon.  Alfhough 
fhe  Beiruf  program  is  unique  fo  infemafional  pharmacy  educafion  because 
if  is  similar  fo  U.S.  pharmacy  educafion,  if  reflecfs  fhe  change  in  international 
pharmacy  educafion  fo  include  an  increased  pafienf  focus.  The  ACPE  is  also 
faking  inifiafives  fo  recognize  fhe  equivalency  of  graduafes  of  Canadian 
colleges  of  pharmacy  fhaf  meef  Canadian  accredifafion  sfandards. 


Pharmacist  licensure 

Sfafe  boards  of  pharmacy  are  responsible  for  fhe  licensure  of  pharmacisfs 
and  pharmacies.  Alfhough  mosf  boards  of  pharmacy  are  primarily  com¬ 
prised  of  pracficing  pharmacisfs,  fheir  primary  purpose  is  fo  assure  public 
safely  fhrough  regulafion  of  pharmacy  pracfice  in  fheir  sfafes.  In  mosf  sfafes, 
an  infemship  requiremenf  fradifionally  requires  a  pharmacy  sfudenf  fo  work 
in  a  licensed  pharmacy  under  fhe  supervision  of  a  board-regisfered  phar- 
macisf  precepfor.  Wifh  fhe  evolufion  of  experienfial  educafion  in  colleges  of 
pharmacy,  many  sfafe  boards  of  pharmacy  have  accepfed  college-coordi- 
nafed  clerkships  as  equivalenf  fo  (or  as  a  significanf  porfion  of)  sfafe-man- 
dafed  infemships.  Given  fhe  wide  variabilify  from  sfafe  fo  sfafe  in  fhis 
requiremenf  and  related  regisfrafion  procedures  for  hours  fo  qualify,  phar¬ 
macy  sfudenfs  should  anficipafe  where  fhey  hope  fo  become  licensed  and 
gain  fhe  experience  and  documenfafion  fo  meef  infem  requiremenfs. 

Graduafes  of  foreign  colleges  of  pharmacy  musf  documenf  fhaf  fhey  have 
educafion  and  experience  equivalenf  fo  fheir  U.S.-frained  colleagues.  They 
musf  also  pass  fhe  Eoreign  Pharmacy  Graduate  Equivalency  Examination 
(EPGEE),  fhe  Tesf  of  English  as  a  Eoreign  Language  (TOEEL),  and  fhe  Tesf  of 
Spoken  English  (TSE).  Once  fhese  requiremenfs  are  mef,  fhey  receive  fhe 
Eoreign  Pharmacy  Graduate  Examination  Gommiffee’s  (EPGEG)  cerfificafe.'^ 

Upon  meefing  fraining  prerequisifes  as  an  intern  and  graduating  from 
an  AGPE-accredifed  college,  or  obfaining  fhe  EPGEG  certificate,  an  individ- 
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ual  may  apply  to  take  board  examinations  in  one  or  more  states.  The 
NAPLEX  (National  Association  of  Boards  of  Pharmacy  Licensing  Examina- 
fion)  is  used  by  all  sfafes  excepf  California,  which  adminisfers  ifs  own  exam. 
The  exam  is  faken  in  one  sfafe,  buf  fhe  scores  can  be  reporfed  fo  ofher 
NAPLEX  sfafes  where  licensure  is  being  pursued.  In  addifion  fo  NAPLEX, 
all  sfafes  adminisfer  a  law  exam,  wifh  some  sfafes  adminisfering  a  practical 
lab  exam  or  additional  fesfing.  Eor  fhe  law  examination,  many  sfafes  parfic- 
ipafe  in  fhe  Mulfisfafe  Pharmacy  Jurisprudence  Examinafion  (MPJE).  This 
exam,  faken  af  fhe  same  fime  as  fhe  NAPLEX,  is  a  combination  of  federal 
law  questions  common  fo  all  parficipanfs,  wifh  a  segmenf  devofed  fo  laws 
specific  fo  fhe  sfafe  where  licensure  is  being  pursued.'* 

Continuing  education  requirements 

In  mosf  sfafes,  confinued  licensure  requires  pharmacisfs  fo  complefe  a  spec¬ 
ified  number  of  confinuing  education  (CE)  credif  hours  each  year  from 
providers  accredifed  by  fhe  ACPE.  Alfhough  fhere  is  a  growing  inferesf  and 
perceived  need  for  career-long  assessmenf  of  pharmacisf  compefency,  fhere 
is  disagreemenf  on  whefher  fhis  should  be  fhe  responsibilify  of  fhe  sfafe 
boards  or  a  nongovernmenfal  professional -based  group.  The  growing  spe¬ 
cialization  of  pharmacisf  pracfice  furfher  complicafes  ongoing  compefency 
assessmenf.  Currenfly  in  mosf  sfafes,  as  long  as  pharmacisfs  achieve  sfafe 
CE  requiremenfs  and  do  nof  violafe  pharmacy  laws,  fhey  can  renew  fheir 
pharmacy  licenses  even  if  fhey  do  nof  acfively  pracfice  pharmacy. 

The  ACPE  has  esfablished  accredifafion  sfandards  for  organizafions  fhaf 
approve  fhe  confenf  and  conducf  of  pharmacy  education  programs  fhaf  meef 
ACPE  criferia.  The  majorify  of  ACPE-approved  providers  are  professional 
pharmacy  organizafions,  colleges  of  pharmacy,  and  pharmaceutical  compa¬ 
nies.  Each  program  is  reviewed  every  6  years  by  fhe  ACPE.  Boards  of  phar¬ 
macy  in  48  sfafes  accepf  CE  credif  from  ACPE  provider  organizafions  fo 
meef  fheir  CE  requiremenfs  for  license  renewal 


Pharmacy  technicians 

Pharmacy  fechnicians  are  an  increasingly  imporfanf  componenf  of  fhe 
pharmacy  workforce.  A  pharmacy  fechnician  has  been  defined  as  “an  indi¬ 
vidual  working  in  a  pharmacy  (setting)  who,  under  fhe  supervision  of  a 
licensed  pharmacisf,  assisfs  in  pharmacy  acfivifies  fhaf  do  nof  require  fhe 
professional  judgmenf  of  a  pharmacisf.”®  The  framing  of  pharmacy  fech¬ 
nicians  varies  widely  from  on-fhe-job  fraining  fo  graduafes  of  American 
Sociefy  of  Healfh-Sysfem  Pharmacisfs  (ASHP)-accredifed  fechnician  frain¬ 
ing  programs.  Pormal  fraining  programs  can  range  from  a  hospifal-  or 
frade-school-based  program  fhaf  fypically  provides  sfudenf  didacfic  and 
experienfial  educafion  fo  2-year  associafes  degree  programs  offered  by 
communify  colleges.  The  ACPE  inifiafed  a  process  in  2003  fo  develop  a 
profession-wide  consensus  on  fechnician  educafion  and  fraining  needs  and 
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determine  whether  there  is  a  need  for  a  national  standard  for  pharmacy 
fechnician  educafion.  In  anficipafion  of  fhis  discussion,  fhe  CCP  published 
fhe  documenf  “While  Paper  on  Pharmacy  Technicians  2002:  Needed 
Changes  Can  No  Longer  Waif.”  ^  This  documenf  provides  a  hisfory  and 
evolufion  of  fechnicians;  an  overview  of  currenf  fechnician  roles;  and 
relafed  issues,  including  compefency  assessmenf  and  educafion.  If  chal¬ 
lenges  fhe  profession  fo  address  crifical  issues  in  fhe  parfnership  befween 
pharmacisfs  and  pharmacy  fechnicians. 

Alfhough  fhere  is  no  sfandardized  national  approach  fo  educating  and 
framing  pharmacy  fechnicians,  fhe  pharmacy  profession,  and,  increasingly, 
sfafe  boards  of  pharmacy  are  addressing  fhe  compefency  of  fhe  pharmacy 
fechnician  workforce.  The  Pharmacy  Technician  Cerfificafion  Board  (PTCB) 
was  founded  by  fhe  American  Pharmaceufical  Association,  fhe  ASHP,  fhe 
Illinois  Council  of  Healfh  Sysfem  Pharmacisfs,  and  fhe  Michigan  Pharmacisfs 
Association.  In  2002,  fhe  NABP  also  became  a  parfner  in  fhe  governance  of 
PTCB.  Since  adminisfering  ifs  firsf  fechnician  cerfificafion  examination  in 
1995,  almosf  150,000  pharmacy  fechnicians  have  earned  fhe  designafion  of 
certified  pharmacy  fechnician  (CPhT).  The  exam  is  broad  based  and  applies 
fo  all  pharmacy  practice  settings.^ 

The  PTCB  exam  is  used  and  endorsed  by  many  nafional  pharmacy 
chains,  many  independenf  communify  and  hospifal  pharmacies,  and  fhe  U.S. 
milifary.  Employers  use  fhe  exam  as  a  condition  of  employmenf  as  a  require- 
menf  fo  perform  selecfed  functions,  fo  justify  career  or  salary  advancemenf, 
and  so  forfh.  To  creafe  a  minimum  sfandard  for  pharmacy  fechnician  capa- 
bilifies,  a  growing  number  of  sfafe  boards  of  pharmacy  require  fechnicians 
fo  be  PTCB  cerfified.  In  addition,  many  sfafe  boards  of  pharmacy  have 
developed  processes  for  fechnicians  fo  regisfer  wifh  fhe  sfafe.  This  process 
allows  pharmacy  boards  fo  identify  individuals  currenfly  employed  as  fech¬ 
nicians  in  fheir  sfafes.  Mosf  professional  pharmacy  organizations  and  sfafe 
boards  of  pharmacy  oppose  licensure  of  pharmacy  fechnicians.  As  fhe  roles 
of  pharmacy  fechnicians  confinue  fo  evolve  and  fhe  public  becomes  more 
aware  of  fheir  confribufions,  fhe  profession  will  need  fo  provide  fhe  required 
framing  and  compefencies  fo  assure  fhe  public  fhaf  fhe  fechnicians  are  able 
fo  fulfill  fheir  vifal  roles  in  pharmacy. 


Postgraduate  training  programs 

Pharmacy  residency  programs 

A  residency  program  is  defined  as  “an  organized,  direcfed,  posfgraduafe 
framing  in  a  defined  area  of  pharmacy  practice.”  Mosf  residency  programs 
lasf  12  monfhs.  The  ASHP  Commission  on  Credenfialing  accredifs  pharmacy 
residency  programs  in  fhe  U.S.  The  commission  sfarfed  accredifing  hospifal 
pharmacy  residency  programs  in  1952.  Since  fhen,  significanf  changes  in  fhe 
levels  and  diversify  of  residency  framing  have  occurred.  The  infenf  of  a 
residency  program  is  fo  “provide  fhe  knowledge  and  experience  fhaf  phar- 
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macy  practitioners  need  to  face  challenges  of  foday’s  complex  healfh  care 
sysfems,  while  also  providing  essential  skills  fo  meef  fhe  pracfice  demands 
of  fhe  fufure.”*  As  pharmacy  pracfice  in  hospifals  and  healfh  sysfems 
evolved,  residency  fraining  expanded  fo  include  ambulafory  care  and 
advanced  spedalfy  pracfice.  Table  21.2  lisfs  fhe  f5^es  of  residency  programs 
currenfly  accredifed  by  fhe  ASHP  Commission  on  Credenfialing.  All  ASHP 
residency  accredifafion  sfandards  and  currenfly  accredifed  programs  wifh 
defailed,  updafed  informafion  can  be  found  on  fhe  ASHP  Web  sife 
(www.ashp.org).  The  American  College  of  Clinical  Pharmacy  (ACCP)  also 
publishes  a  lisf  of  pharmacy  pracfice  and  specialfy  pracfices  residency  pro¬ 
grams  (accredifed  and  unaccredifed)  offered  by  ifs  members.  Compliance 
wifh  fhe  residency  accredifafion  sfandard  also  reflecfs  posifively  on  fhe  qual¬ 
ify  of  fhe  pharmacy  pracfice  af  fhe  residency  pracfice  sife.  An  added  incentive 
fo  seek  pharmacy  residency  accredifafion  is  fhaf  if  qualifies  a  hospifal  fo 
receive  Medicare  funding  for  fhe  residency  program. 

A  recenf  advance  in  pharmacy  residency  fraining  is  expansion  of  res¬ 
idency  accredifafion  fo  include  communify  and  managed  care  pharmacy 
residencies.  In  parfnership  wifh  fhe  APhA  for  communify  pharmacy  and 
fhe  AMCP  for  managed  care,  fhe  ASHP  has  esfablished  residency  sfandards 
and  reviews  of  fhese  programs.  In  addifion,  expansion  of  communify  phar¬ 
macy  residency  programs  has  also  been  supporfed  by  fhe  NACDS  and 

Table  21.2  Residency  Programs  Accredited  by  ASHP  Commission  on  Credentialing 
Pharmacy  practice 

Pharmacy  practice  residency  (traditionally  conducted  in  health  systems) 

Pharmacy  practice  with  emphasis  on  community  pharmacy 
Pharmacy  practice  with  an  emphasis  on  managed  care 
Pharmacy  practice  with  emphasis  on  home  care 
Pharmacy  practice  with  emphasis  on  long-term  care 
Specialized  Residencies 
Cardiology 

Clinical  pharmacokinetics 

Critical  care 

Drug  information 

Emergency  medicine 

Geriatrics 

Infectious  diseases 

Internal  medicine 

Managed  care  pharmacy  systems 

Nuclear  pharmacy 

Nutrition  support 

Oncology 

Pediatrics 

Pharmacotherapy 

Pharmacy  practice  management 

Primary  care 

Psychiatric 
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NCPA,  including  development  of  the  NACDS/NCPA  community  phar¬ 
macy  residency  guidelines.^  The  Institute  for  the  Advancement  of  Com¬ 
munity  Pharmacy,  an  organization  founded  by  the  NACDS  and  NCPA,  has 
provided  grants  to  encourage  schools  of  pharmacy  and  community  phar¬ 
macies  to  develop  additional  community  pharmacy  residency  programs 
nationwide. 

Fellowship  training 

Unlike  a  residency,  which  focuses  on  developing  practice  knowledge  and 
skills,  a  pharmacy  fellowship  is  defined  as  “a  directed,  highly  individualized, 
postgraduate  program  designed  to  prepare  the  participant  to  become  an 
independent  researcher.”^®  Although  no  formal  accreditation  process  exists, 
the  ACCP  has  developed  guidelines  for  the  conduct  of  clinical  fellowships. 
To  improve  consistency  in  the  quantity  and  quality  of  the  research  experi¬ 
ence,  the  ACCP  has  implemented  a  process  for  peer  review  of  pharmacy 
fellowship  training  programs.  If  the  preceptor  qualifications  and  the  training 
program  meet  the  guidelines  based  on  a  review  by  the  ACCP  Fellowship 
Review  Committee,  they  are  recognized  and  the  program  and  preceptor  are 
listed  on  the  ACCP  Web  site.^® 

Certificate  programs  and  traineeships 

For  practitioners  to  acquire  new  capabilities  without  enrolling  in  an  academic 
degree  program,  a  wide  variety  of  certificate  programs  (see  definitions  in 
Table  21.1)  evolved.  These  programs  can  vary  considerably  in  rigor  and  the 
amount,  if  any,  of  didactic  education  and  structured  experiential  training 
required.  Such  programs,  however,  assist  pharmacists  in  developing  knowl¬ 
edge  and  skills  in  a  specific  area,  with  the  value  of  such  programs  depending 
on  individuals’  goals  or  in  instances  when  an  employer  or  regulatory  body 
recognizes  the  importance  of  the  certificate.  Examples  are  state  boards  of 
pharmacy  that  allow  pharmacists  to  administer  vaccines  provided  they  have 
completed  a  certificate  program  in  vaccine  administration  that  was  devel¬ 
oped  and  administered  by  the  American  Pharmacists  Association.  In  1999, 
the  ACPE  published  the  “Standards  and  Quality  Assurance  Procedure  for 
ACPE-Approved  Providers  of  Continuing  Pharmaceutical  Education  Offer¬ 
ing  Certificate  Programs  in  Pharmacy.”  This  document  defines  certificate 
programs  in  pharmacy  as  forms  of  accredited  CE  that  involve  “in-depth 
commitment  on  the  part  of  learners”  with  approval  of  such  programs  by 
existing  ACPE-approved  providers.  Several  attributes  that  differentiate  a 
certificate  program  from  a  CE  program  include  the  “instructional  design  to 
include  (a)  practice  experiences,  (b)  simulations,  and/or  (c)  other  activities 
so  as  to  assure  demonstration  of  the  application  of  the  stated  professional 
competencies.”  It  is  also  “expected  that  this  will  generally  require  a  minimum 
program  of  15  contact  hours  or  1.5  CEUs.”^ 

Traineeships  allow  practicing  pharmacists  to  receive  abbreviated  clinical 
training  experience  under  the  supervision  of  a  pharmacist  practicing  in  a 
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given  specialty.  Most  traineeships  define  expected  outcomes  achieved  by  a 
combination  of  self-sfudy  and  didacfic  insfrucfion  fhaf  supporfs  an  infense 
clinical  framing  experience  usually  conducfed  af  fhe  practice  sife  of  fhe 
preceptor.  Examples  of  such  programs  are  anficoagulafion  managemenf, 
critical  care  pharmacy,  and  diabefes  managemenf.  These  programs  are  com¬ 
monly  offered  fhrough  fhe  foundafions  of  professional  organizations  such 
as  fhe  ACCP,  American  Sociefy  of  Consulfanf  Pharmacisfs  (ASCP),  and 
ASHP  and  are  offen  supporfed  by  granfs  from  fhe  pharmaceufical  indusfry. 


Individual  pharmacist  advanced  practice  credentials 

Enfry  info  fhe  profession  requires  graduafion  from  an  ACPE-accredifed  col¬ 
lege  of  pharmacy  and  passing  fhe  sfafe  licensure  examination.  There  is  a 
growing  number  of  means  by  which  individual  pharmacisfs  can  obfain 
credenfials  to  differenfiafe  fhemselves  in  specialized  areas  of  pracfice.  These 
can  range  from  an  employer-based  certificate  program  fo  develop  and  assess 
fhe  competency  of  pharmacisfs  fo  board  cerfificafion  in  nuclear  pharmacy 
as  a  requiremenf  fo  pracfice  in  fhis  specialfy  area.  In  addition  fo  credenfials 
specific  fo  pharmacy,  fhere  are  also  opporfunifies  for  pharmacisfs  fo  be 
recognized  fhrough  programs  fhaf  assess  differenf  fypes  of  healfh  care  pro¬ 
viders  wifh  a  common  area  of  pracfice. 

Specialty  certification  (BPS) 

A  specialfy  pracfice  credenfial  granfed  by  fhe  Board  of  Pharmaceufical  Spe¬ 
cialties  (BPS)  is  highly  regarded  in  fhe  profession,  based  on  fhe  rigorous 
pracfice  experience  and  fesfing  requiremenfs  for  pharmacisfs  fo  be  BPS  cer- 
fified.  According  fo  BPS,  ifs  mission  “is  fo  improve  public  healfh  fhrough 
recognition  and  promofion  of  specialized  framing,  knowledge,  and  skills  in 
pharmacy,  and  cerfificafion  of  pharmacisf  specialisfs.”^^  BPS  was  formed  in 
1976  as  an  independenf  agency  of  APhA.  The  firsf  five  specialfy  areas  of 
pracfice  fo  be  recognized  were  nuclear  pharmacy  (1978),  followed  by  nufri- 
fion  supporf  pharmacy  (1988),  pharmacofherapy  (1988),  psychiafric  phar¬ 
macy  (1992),  and  oncology  pharmacy  (1996).  As  BPS  sfafes,  “new  specialties 
are  considered  for  recognifion  upon  fhe  submission  of  a  pefifion  fo  BPS  from 
a  group  of  interested  pharmacisfs.”  BPS  uses  seven  criteria  fo  evaluate  fhe 
requesf,  which  range  from  having  a  reasonable  number  of  pharmacisfs  prac- 
ficing  in  fhe  specialfy  fo  requiring  specialized  knowledge  and  performance 
of  specialized  funcfions  fhaf  are  “acquired  fhrough  education  and  framing 
beyond  fhe  basic  level  attained  by  licensed  pharmacisfs.” 

Once  a  specialfy  has  been  recognized,  a  number  of  actions  are  required 
before  a  cerfificafion  exam  can  be  implemenfed.  This  relatively  intensive  and 
cosfly  process  includes  conducting  “a  role  delineation  sfudy  fo  analyze  fhe 
specialfy  pracfice  area,  which  resulfs  in  a  comprehensive  lisf  of  knowledge, 
skills  and  funcfions.”^^  Prom  fhis,  an  examinafion  confenf  oufline;  a  bank  of 
fesf  questions;  criteria  for  candidates,  including  education,  framing  and  prac¬ 
fice  experience;  and  a  process  for  recerfificafion  are  esfablished  before  fesfing 
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is  initiated.  Each  exam  is  administered  annually,  with  recertification  required 
every  7  years.  An  ongoing  evaluation  and  updating  process  is  in  place  for 
each  spedalfy  area.  The  number  of  BPS-cerfified  pharmacisfs  has  increased 
from  951  in  1993  fo  3400  in  2001.  The  largesf  number  is  in  pharmacofherapy, 
wifh  1843  pharmacisfs  in  2001. 

In  1997,  BPS  implemenfed  an  added-qualificafions  program  fo  recognize 
focused  pracfice  areas  wifhin  fhe  currenfly  recognized  specialfies.  The 
added-qualificafions  designation  maybe  granfed  fo  a  BPS-cerfified  pharmacisf 
specialisf  who  can  documenf  a  level  of  focused  fraining  and  experience  in  an 
area.  Candidafes  for  added  qualificafions  submif  a  sfrucfured  portfolio,  which 
is  assessed  relative  fo  published  sfandards.  Infectious  diseases  and  cardiology 
are  currenfly  approved  added  qualificafions  wifhin  pharmacofherapy.^^ 

Disease  management  certification 

The  Nafional  Insfifufe  for  Sfandards  in  Pharmacisf  Credenfialing  (NISPC) 
was  formed  in  1998  by  fhe  APhA,  NABP,  NACDS,  and  NCPA  “fo  creafe  a 
consolidafed,  nafionally  recognized,  credenfial  for  pharmacisfs  seeking  cer- 
fificafion  in  a  variefy  of  disease  sfafes.’’^^  The  primary  mofivafion  fo  develop 
DSM  credentials  for  pharmacisfs  is  fhaf  sfafe  Medicaid  programs  will  com- 
pensafe  DSM-credenfialed  pharmacisfs  fo  provide  advanced  pharmacy  ser¬ 
vices.  NISPC  offers  cerfificafion  in  asfhma,  diabefes,  dyslipidemia,  and  anfi- 
coagulafion.  To  be  cerfified  by  fhe  NISPC,  a  pharmacisf  musf  pass  an 
examinafion  wifh  questions  fhaf  are  specific  fo  fhe  specialfy  area,  developed 
by  experfs,  and  designed  fo  address  four  differenf  areas  of  compefency 
expecfed  of  all  pharmacisfs  who  provide  disease  sfafe  managemenf  services 
fo  pafienfs.  There  are  no  pracfice  experience  or  clinical  fraining  requiremenfs 
in  fhe  specialfy  area.  After  passing  fhe  exam,  pharmacisfs  may  use  fhe 
designafion  of  cerfified  disease  manager  (CDM)  and  are  lisfed  on  fhe  NISPC 
Web  sife  (www.nispcnef.org).  Recerfificafion  is  required  every  3  years  and 
is  based  on  completion  of  30  hours  of  CE  in  fhe  specific  disease  sfafe.^^ 

Certified  geriatric  pharmacist 

The  Commission  for  Cerfificafion  in  Geriafric  Pharmacy  (CCGP)  is  an  inde- 
pendenf  credenfialing  organizafion  founded  by  fhe  ASGP  ASGP’s  member¬ 
ship  is  composed  primarily  of  pharmacisfs  wifh  practices  involving  nursing 
facilifies,  subacufe  care  and  assisfed  living  facilifies,  and  ofher  sellings  where 
fhe  challenges  and  complexifies  of  drug  fherapy  in  geriafric  pafienfs  creafe 
numerous  opporfunifies  for  pharmacisf  involvemenf.  The  Gerfified  Geriafric 
Pharmacisf  (GGP)  exam  was  firsf  adminisfered  in  1997.i3pederal  laws  require 
nursing  facilifies  fo  have  a  pharmacisf  conducf  drug  regimen  reviews  on 
every  residenf  in  fhe  facilify  af  leasf  monfhly  along  wifh  ofher  specified 
duties.  Pharmacisfs  who  have  GGP  credentials  are  able  fo  provide  additional 
assurances  fo  employers  and  nursing  homes  fhaf  confracf  for  fheir  consulfanf 
pharmacisf  services  fhaf  fhey  are  capable  of  achieving  fhe  oufcomes 
expecfed. 
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Pharmacist  certification  by  multiprofessional  organizations 

Pharmacists  patient  care  management  and  education  services  provided  to 
specific  t5^es  of  pafienfs  offen  require  similar  posfgraduafe  fraining,  expe¬ 
rience,  and  expertise  as  fhose  required  of  ofher  healfh  professionals.  Several 
national  specially  organizations  have  developed  criferia  for  multiple  healfh 
care  disciplines,  including  pharmacy,  fo  become  credenfialed. 

Certified  diabetic  educator  (CDE) 

The  longesf  sfanding  (since  1986)  mulfidisciplinary  cerfificafion  program 
involving  pharmacisfs  is  for  fhose  wifh  expertise  and  a  practice  in  diabetic 
educafion.  Becoming  a  certified  diabefic  educafor  is  open  fo  numerous 
licensed  healfh  professionals,  including  regisfered  nurses,  physicians,  phy¬ 
sician  assisfanfs,  regisfered  dieticians,  and  pharmacisfs.  Diabefic  educafor 
cerfificafion  is  managed  by  fhe  Nafional  Cerfificafion  Board  for  Diabefic 
Educators  (NCDME).  The  primary  infenf  of  fhis  credential  is  fo  recognize 
professionals  who  have  advanced  knowledge  and  experience  in  diabefic 
educafion  and  consisfenf  practice  in  fhe  area.  Before  applying  for  fhe  cerfi¬ 
ficafion  exam,  fhree  experienfial  requiremenfs  musf  be  mef:  (1)  a  minimum 
of  2  years  professional  practice  experience  in  diabefes  self-managemenf,  (2) 
a  minimum  of  1000  hours  of  diabefes  self-managemenf  educafion  experience 
in  fhe  lasf  5  years,  and  (3)  currenf  employmenf  in  a  primary  role  as  a  diabefes 
educafor  for  a  minimum  of  4  hours  per  week  af  fhe  time  of  applying.  Upon 
passing  fhe  200-quesfion  examinafion,  fhe  successful  candidafe  may  use  fhe 
designation  CDE.  Renewal  of  fhe  CDE  credential  is  required  every  5  years 
and  requires  reexamination. i'*  Anew  credenfial  in  advanced  clinical  diabefes 
managemenf  is  being  developed  by  fhe  American  Association  of  Diabefes 
Educators  and  fhe  American  Nurses  Credenfialing  Center.  If  is  expecfed  fhaf, 
unlike  fhe  CDE,  a  separafe  examinafion  will  be  offered  for  residenf  nurses 
(RNs),  regisfered  dieticians,  and  pharmacisfs.  The  focus  of  fhis  process  will 
be  on  clinical  practice  wifh  “a  core  of  knowledge  for  all  advanced  practitio¬ 
ners,  buf  specific  and  unique  confenf  for  each  discipline.”^®  The  APhA  is 
collaborating  fo  develop  fhis  cerfificafion  process. 

Asthma  educator-certified  (AE-C) 

The  firsf  examinafion  for  asfhma  educafors,  including  pharmacisfs,  fo 
achieve  fhe  designafion  AE-C  was  adminisfered  in  September  2002.  The 
exam  is  available  fo  candidafes  who  are  licensed  or  credenfialed  healfh  care 
professionals,  healfh  educafors,  or  persons  wifh  af  leasf  1000  hours  of  asfhma 
educafion  experience.  The  mission  of  fhe  Nafional  Asfhma  Educafor  Cerfi¬ 
ficafion  board  is  “fo  promote  optimal  asfhma  managemenf  and  qualify  of 
life  among  individuals  wifh  asfhma,  fheir  families  and  communifies  by 
advancing  excellence  in  asfhma  educafion  fhrough  fhe  Cerfified  Asfhma 
Educafor  process.”  One  of  fhe  seven  areas  of  expertise  fhaf  an  asfhma  edu¬ 
cafor  musf  achieve  is  fo  teach  “fhe  besf  use  of  medicafions  and  delivery 
devices,  explaining  fechnical  concepfs  in  undersfandable  ferms.”  The  ofher 


382 


Managing  Pharmacy  Practice 


areas  reflect  a  need  to  have  a  broad-based  knowledge  ot  asthma  and  the 
ability  to  work  closely  with  patients  and  tamilies  to  detine  and  achieve 
broad-based  patient  care  needs  ot  asthmatics. 

Certified  anticoagulation  care  provider 
The  National  Certitication  Board  tor  Anticoagulation  Providers  established 
a  certitication  program  tor  registered  nurses,  advanced  practice  nurses,  phar¬ 
macists,  physician  assistants,  and  physicians  in  1998.  This  “certitication  pro¬ 
cess  is  designed  and  intended  tor  practitioners  whose  primary  role  as  an 
anticoagulation  provider  includes  systematic,  organized,  and  on-going 
patient  education  and  drug  therapy  management”!^  in  patients  requiring 
anticoagulation.  To  take  the  exam,  practitioners  “must  submit  substantial 
evidence  ot  their  practice  experience.”  Practitioners  who  meet  practice 
requirements  and  pass  the  examination  may  use  the  designation  ot  certitied 
anticoagulation  care  provider  or  CACP 


Assuring  quality  of  pharmacy  practice  sites  in  health 
systems 

The  Joint  Commission  on  Accreditation  of  Healthcare  Organizations 
(JCAHO) 

Pharmacy  practice,  especially  in  hospitals,  has  been  evaluated  during  accred¬ 
itation  visits  by  the  JCAHO.  The  JCAHO’s  development  and  evolution  ot 
standards  tor  hospital  pharmacy  practice  has  had  a  marked  impact  on  the 
level  and  scope  ot  pharmacy  services  provided.  From  the  implementation 
ot  unit  dose  systems  and  IV  admixture  programs  in  the  1970s  and  1980s  to 
the  current  tocus  on  the  entire  medication  use  process  and  medication  satety, 
the  role  ot  the  pharmacist  has  been  a  focal  point  ot  developing  JCAHO 
standards  and  during  visits  by  JCAHO  surveyors  to  sites  seeking  accredita¬ 
tion.  At  present,  JCAHO’s  tocus  is  increasingly  on  a  multidisciplinary  out- 
comes-tocused  review  process.  Although  this  has  reduced  the  tocus  on  the 
pharmacy  per  se,  it  has  created  greater  opportunities  and  responsibilities  tor 
the  pharmacist  during  the  entire  medication  use  process  (prescribing,  dis¬ 
pensing,  and  administering  the  medication).  The  outcomes  ot  how  drugs  are 
used,  e.g.,  impacting  and  assessing  prescribing  practices  relative  to  nation¬ 
ally  detined  best  practices  as  well  as  the  clinical  management,  reporting,  and 
prevention  ot  medication  errors  and  adverse  drug  events,  are  increasingly 
the  tocus  ot  how  pharmacy  services  are  assessed. 

The  JCAHO  review  process  tor  hospitals  (and  other  JCAHO-accredited 
programs)  is  evolving  from  an  onsite  review  process,  which  normally  occurs 
every  3  years,  to  a  process  ot  continuous  assessment  ot  quality  and  patient 
outcomes.  It  is  a  major  challenge  tor  hospitals  and  pharmacy  managers  to 
keep  up  with  new  initiatives,  changing  areas  ot  tocus,  and  procedural 
changes  in  the  review  process. 


Chapter  twenty-one:  Pharmacist  credentials 


383 


One  advantage  of  JCAHO  accreditation  for  hospitals  is  that  it  may  make 
them  eligible  for  Medicare  and  Medicaid  payment  without  needing  to 
undergo  routine  government  review  of  their  services.  Even  with  JCAHO 
accreditation,  hospitals  may  be  reviewed  by  the  Center  for  Medicare  and 
Medicaid  Services  (CMS).  Such  reviews  are  based  on  CMS’s  conditions  for 
participation  criteria,  using  a  process  similar  to  JCAHO  onsite  reviews.  These 
reviews  can  result  from  a  complaint  regarding  the  quality  of  care  at  an 
institution  or  as  part  of  a  random  review  by  CMS  to  validate  JCAHO  find¬ 
ings. 

Over  the  past  two  decades,  the  Joint  Commission  on  Accreditation  of 
Hospitals  has  evolved  from  comprising  only  acute  care  hospitals  to  including 
other  health  system  practice  settings,  as  reflected  in  its  name  change.  Of  the 
eight  practice  settings  where  JCAHO  has  developed  accreditation  standards, 
hospitals  and  home  care  and  long-term-care  settings  focus  heavily  on  phar¬ 
macy  and  medication  use  practices.  The  home  care  accreditation  process 
specifically  provides  for  accreditation  of  pharmacy  programs  in  clinical/ 
consultant  pharmacy  services,  long-term-care  pharmacy  services,  pharmacy 
dispensing  services,  and  pharmacy  services  (i.e.,  combined  clinical  and 
despensing  services).  Other  areas  of  home  care,  including  hospice,  home 
health  services,  and  freestanding  ambulatory  care  services,  may  survey  phar¬ 
macy  services  as  part  of  their  accreditation  visits.^® 

The  following  are  specific  areas  of  focus  for  the  JCAHO  that  are  impor¬ 
tant  to  pharmacists  practicing  in  hospitals.  Many  of  these  activities  have 
similar  applications  and  expectations  as  the  JCAHO-accredited  programs 
noted  previously. 

Medication  management  chapter 

Before  moving  from  discipline-specific  standards  to  a  review  process  that 
focuses  on  a  multidisciplinary  and  systems-based  approach  to  care,  medi¬ 
cation  standards  were  in  department-specific  chapters,  such  as  pharmacy, 
nursing,  and  medical  staff,  with  the  latter  centered  around  the  Pharmacy 
and  Therapeutics  committee,  the  formulary  and  adverse  drug  reaction 
reporting.  Over  time,  the  pharmacy  standard  disappeared  and  was  inte¬ 
grated  into  the  overall  patient  care  chapters.  For  the  2004  standards,  the 
JCAHO  has  published  a  new  chapter  entitled  “Medication  Management,” 
which  reflects  increased  focus  on  medication  systems  and  safety.^i  This  chap¬ 
ter  divides  the  medication  process  into  six  segments: 

1.  Selection  and  procurement 

2.  Storage 

3.  Ordering  and  transcribing 

4.  Preparing  and  dispensing 

5.  Administration 

6.  Monitoring 
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The  following  are  the  proposed  JCAHO  expectations  and  intended  out¬ 
comes  when  medication  systems  are  designed  and  implemented  in  hospitals: 

1.  Reducing  practice  variation,  errors,  and  misuse 

2.  Monitoring  medication  management  processes  as  regards  efficiency, 
quality,  and  safety 

3.  Standardizing  equipment  and  processes  across  the  organization  to 
improve  the  medication  management  system 

4.  Using  evidence-based  good  practices  to  develop  medication  manage¬ 
ment  processes 

5.  Managing  critical  processes  associated  with  medication  management 
to  promote  safe  medication  management  throughout  the  organiza¬ 
tion 

6.  Handling  all  medications  in  the  same  manner,  including  sample  med¬ 
ications 

Of  note  is  the  broad  definition  that  the  JCAHO  draft  uses  to  define  med¬ 
ications.  it  may  include  medications  that  pharmacy  departments  do  not  pro¬ 
vide,  such  as  those  brought  into  institutions  by  patients  or  purchased  and  used 
independent  of  pharmacy  departments.  According  to  the  definition: 

Medication  includes  prescription  medications,  sample  medications, 
herbal  remedies,  vitamins,  neutraceuticals,  over-the-counter  drugs,  vac¬ 
cines,  diagnostic  and  contrast  agents  used  on  or  administered  to  diag¬ 
nose,  treat,  or  prevent  disease  or  other  abnormal  conditions;  radioactive 
medications;  respiratory  therapy  treatments;  parenteral  nutrition;  blood 
derivatives;  intravenous  solutions  (plain,  with  electrolytes  and/or 
drugs);  and  any  product  designated  by  the  FDA  as  a  drug/^ 

Such  a  broad  definition  and  the  expectation  regarding  consistency  in  the 
way  all  medications  are  used  in  organizations  necessitates  that  pharmacies 
approach  medication  systems  in  a  multidisciplinary  and  integrated  marmer. 

The  details  of  hospital  medication  management  standards  and  the  result¬ 
ing  expectations  of  pharmacy  service  and  on  pharmacist  responsibilities  are 
beyond  the  range  of  this  chapter.  The  following  are  examples  of  how  the 
standards  impact  pharmacy  practices: 

1.  The  organization  must  define  what  minimum  patient  information 
must  be  available  for  health  professionals,  including  pharmacists,  to 
fulfil  their  responsibilities.  This  includes,  at  minimum,  a  patient’s 
relevant  laboratory  values,  diagnosis,  allergies,  and  past  sensitivities, 
and,  as  appropriate,  height  and  weight.  For  the  pharmacy  to  properly 
assess  medication  orders  and  monitor  a  patient’s  drug  therapy,  in¬ 
cluding  pediatric  and  chemotherapy  patients,  it  is  critical  for  the 
pharmacy  to  have  routine  access  to  this  information. 
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2.  The  proposed  standard  requires  all  medication  storage  areas  to  be 
periodically  inspected  according  to  the  organization’s  policy  to  en¬ 
sure  that  medications  are  stored  properly  This  statement  reflects 
much  weaker  prescriptive  language  than  for  previous  standards. 
Although  the  specifics  of  whaf,  how  often,  and  by  who  are  nof  spec¬ 
ified,  fhe  oufcomes  of  assuring  proper  securify  consisfenf  fempera- 
fures  in  refrigerators,  where  medications  are  sfored,  and  fhe  presence 
of  aufhorized  or  absence  of  unaufhorized  medications  still  needs  fo 
be  documented. 

3.  Examples  of  specific  fypes  of  medicafions  and  sfandards  regarding 
fheir  availabilify  or  use  include  emergency  medicafions,  invesfiga- 
fional  drugs,  floor  stock  medicafions,  infravenous  compounded  med¬ 
icafions,  recalled  or  discontinued  medicafions,  medicafions  unavail¬ 
able  due  fo  a  shorfage,  invesfigafional  drugs,  medicafions  broughf 
fo  fhe  hospifal  by  pafienfs  or  fhaf  are  self-adminisfered,  and  high-risk 
medicafions.  The  lasf  is  a  focus  of  fhe  JCAHO  pafienf  safefy  goals  as 
nofed  later. 

4.  A  more  defailed  requiremenf  for  how  medication  orders  are  fo  be 
wriffen  is  included  in  fhe  new  draff  sfandards.  Again,  fhe  focus  is 
on  fhe  insfifufion  needing  fo  develop  ifs  own  wriffen  policy  fhaf 
addresses  such  areas  as  defining  which  abbreviations  are  unaccepf- 
able  (such  as  U  for  unifs);  when  fhe  indication  for  use  musf  be 
required  as  parf  of  an  order;  and  whaf  actions  are  fo  be  faken  wifh 
incomplefe,  illegible,  or  unclear  orders.  Where  permitted,  organiza¬ 
tions  musf  also  develop  procedures  for  order  f5q)es,  such  as  hold 
orders,  aufomafic  slop  orders,  fifrafing  orders,  faper  orders,  for  which 
fhere  is  increased  pofenfial  for  misinferprefafion  and  error. 

5.  Expecfafions  for  hospifals  fhaf  do  nof  have  24-hour  pharmacy  service 
are  required,  including  how  medication  orders  are  fo  be  processed 
and  medicafions  accessed  when  fhe  pharmacy  is  closed. 

6.  There  is  continued  focus  on  adverse  drug  evenfs  and  medicafion  er¬ 
rors.  Processes  musf  respond  fo  acfual  or  pofenfial  adverse  drug  evenfs 
and  medicafion  errors  and  properly  reporf  fhem  mfemally  and  exfer- 
nally  (e.g.,  fo  fhe  EDA,  ISMP,  or  USP).  Ofher  sfandards  address  how 
adverse  drug  evenfs  and  medicafion  errors  should  be  addressed  fo 
improve  systems,  supporf  sfaff  education  and  framing,  and  minimize 
fhe  risk  of  medicafion-relafed  errors  and  adverse  evenfs. 

Sentinel  event  reporting  and  patient  safety  goals 

The  JCAHO  inifiafed  a  sentinel  even!  reporting  expecfafion  by  healfh  care 
organizations  and  began  fracking  senfinel  evenfs  in  1996.  The  JCAHO 
defines  a  senfinel  even!  as  “an  unexpected  occurrence  involving  deafh  or 
serious  physical  or  psychological  injury,  or  fhe  risk  fhereof.  Serious  injury 
specifically  includes  fhe  loss  of  limb  or  function.  The  phrase  or  the  risk  thereof 
includes  any  process  variation  for  which  a  recurrence  would  carry  a  signif- 
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icant  chance  of  a  serious  adverse  outcome.  Such  events  are  called  ‘sentinel’ 
because  they  signal  the  need  for  immediate  investigation  and  response.” 
When  an  accredited  organization  experiences  a  sentinel  event,  it  is  expected 
that  reporting,  evaluation,  and  response  processes  will  occur  that  minimize 
the  potential  of  the  event  reoccurring.  A  key  component  of  the  review  process 
is  the  conduct  of  a  root  cause  analysis,  which  by  design  is  intended  to  identify 
the  underlying  causes  and  contributing  factors  that  contributed  to  the  sen¬ 
tinel  event.  According  to  the  JCAHO: 

The  product  of  a  root  cause  analysis  is  an  action  plan  that  identifies  the 
strategies  an  organization  intends  to  implement  to  reduce  the  risk  of 
similar  events  occurring  in  the  future.  The  plan  should  address  respon¬ 
sibility  for  implementation,  oversight,  pilot  testing  as  appropriate,  time 
lines,  and  strategies  for  measuring  the  effectiveness  of  the  actions.  Dur¬ 
ing  a  survey  process,  compliance  to  this  expectation  is  through  document 
review,  interviews  with  the  organization's  leaders  and  staff,  and  review 
of  an  example  of  the  organization's  response  to  a  sentinel  event  within 
the  previous  year.^^ 

The  sentinel  event  reports  submitted  to  the  JCAHO  are  reviewed  and 
cataloged  for  error  type  and  underlying  causes.  Medication  errors  are  one 
of  the  most  common  types  of  sentinel  events  reported  to  the  JCAHO.  When 
a  trend  of  similar  errors  is  identified,  the  JCAHO  issues  a  sentinel  event  alert, 
which  alerts  others  of  the  risk  and  recommends  actions  to  minimize  risk  in 
organizations.  The  first  alert  issued  in  1998  focused  on  deaths  due  to  the 
inadvertent  IV  push  administration  of  IV  potassium  chloride  (KCl).  Aware¬ 
ness  of  these  events  and  actions  by  pharmacists  to  remove  concentrated  KCl 
from  patient  unit  floor  stocks  has  markedly  reduced  reports  of  this  type  of 
error.  Of  the  27  subsequent  alerts  issued  in  January  2003,  seven  focus  on 
different  t5q)es  of  medication  errors  and  prevention  strategies. 

In  2002,  a  sentinel  event  advisory  committee  was  established  to  review 
JCAHO  initiatives  regarding  sentinel  events.  A  charge  of  this  group  is  to 
annually  recommend  to  the  JCAHO  a  set  of  no  more  than  six  national  patient 
safety  goals  and  associated  recommendations.  During  the  survey  process, 
each  organization  is  evaluated  on  implementation  of  the  recommendations, 
or  acceptable  alternatives,  as  a  condition  of  accreditation.  Two  of  the  initial 
six  goals  relate  to  medications:  the  need  to  improve  the  safety  of  high-alert 
medications  and  to  improve  the  safety  of  using  infusion  pumps.  The  six 
goals  are  evaluated  annually;  some  may  continue  for  multiple  years,  while 
others  are  replaced  because  of  new  areas  of  priority.  The  new  goals  are 
announced  by  July  1  each  year  and  are  surveyed  during  the  following 
calendar  year.^^ 

Survey  methodology 

Traditionally,  teams  of  surveyors  trained  and  employed  by  the  JCAHO  were 
scheduled  to  visit  facilities  pursuing  accreditation.  Hospital  surveys  scheduled 
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for  every  3  years  often  prompted  a  flurry  of  activities  in  anticipation  of  the 
visit.  Questions  about  the  level  of  ongoing  compliance  with  the  standards  have 
led  the  JCAHO  to  armounce  new  processes  and  move  to  imarmounced  sur¬ 
veys.  By  2006,  it  is  expected  that  all  routine  surveys  will  be  imarmounced,  and 
accredited  sites  are  expected  to  conduct  an  online  self-assessment  regarding 
their  compliance  with  published  standards.  A  new  tracer  methodology, 
wherein  surveyors  follow  the  care  of  selected  patients,  will  be  used  to  evaluate 
patient  care  practices  vs.  the  accreditation  standards.^® 

ORYX  indicators 

A  related  initiative  to  provide  ongoing  measurement  of  the  quality  of  care 
provided  by  health  systems  are  the  ORYX  indicators.  ORYX  is  intended  “to 
integrate  the  use  of  outcomes  and  other  performance  measurement  data  into 
the  accreditation  process.”^^  Performance  measures  are  expected  to  be  appli¬ 
cable  across  the  accredited  health  care  organizations  with  the  evolution  of 
core  performance  measures  applicable  to  each  accreditation  program.  The 
initial  four  core  measurement  areas  will  be  for  hospitals  and  will  focus  on 
acute  myocardial  infarction,  heart  failure,  community -acquired  pneumonia, 
and  pregnancy  and  related  conditions.  Hospitals  are  expected  to  collect  data 
that  will  allow  assessment  of  patient  care  based  on  the  standards.  The  ORYX 
standards  for  acute  myocardial  infarction  in  Table  21.3  reflect  the  focus  on 
medications  and  how  pharmacists  can  impact  their  organizations’  perfor¬ 
mance.^^ 

The  only  thing  certain  about  the  survey  process  is  that  the  methods  and 
areas  surveyed  will  continue  to  change  to  reflect  current  standards  of  care 
in  order  to  assure  quality  and  safety  of  patient  care  provided  by  accredited 
organizations.  Pharmacists  can  expect  that  the  JCAHO  views  them  as  critical 
members  of  the  patient  care  team  and  integral  to  ensuring  safe  and  effective 


Table  21.3  JCAHO  ORYX  Acute  Myocardial  Infarction  Performance  Measures  for 
Hospitals 


Measure  ID 
No. 

Measure  Name 

AMI-1 

Aspirin  received^  within  24  h  of  admission 

AMI-2 

Aspirin  prescribed^  at  discharge 

AMI-3 

Angiotensin  converting  enzyme  inhibitor  prescribed"*  for  left 
ventricular  systolic  dysfunction  (LVSD) 

AMI-4 

Adult  smoking  cessation  advice  or  coimseling  provided 

AMI-5 

Beta  blocker  prescribed"*  within  24  h  of  admission 

AMI-6 

Beta  blocker  prescribed"*  at  discharge 

AMI-7 

Time  to  thrombolysis  (future  measure  is  receipt  within  30  min  from 
arrival) 

AMI-8 

Time  to  PTCA  (future  measure  is  receipt  within  90  min  from 
arrival) 

AMI-9 

Inpatient  mortality  rate 

®  Unless  contraindicated. 
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medication  use  and  that  related  systems  that  support  prescribing,  dispens¬ 
ing,  drug  administration,  and  evaluating  patient  outcomes  meet  current 
standards  of  care. 

Managed  care  organizations 

Pharmacy  department  performance  and  compliance  wifh  medicafion  use 
processes  fhaf  are  impacfed  by  pharmacisfs  are  offen  used  fo  evaluafe  qualify 
of  healfh  care  providers.  Managed  care  organizations  are  accredifed  by  fhe 
Nafional  Committee  for  Qualify  Assurance  (NCQA).  The  NCQA  collecfs 
qualify  indicator  information,  including  medicafion  ufilizafion  fhaf  can  be 
impacfed  by  pharmacisfs  wifhin  and  by  fhose  confracfing  wifh  fhe  MCO. 
The  program  used  by  fhe  NCQA  is  fhe  Healfh  Plan  Employer  Dafa  and 
Information  Sef  (HEDIS).  HEDIS  is  a  sef  of  sfandardized  performance  mea¬ 
sures  designed  fo  ensure  fhaf  purchasers  and  consumers  have  fhe  informa- 
fion  fhey  need  fo  compare  reliably  fhe  performance  of  managed  healfh  care 
plans.  Example  HEDIS  medicafion-use  measures  include  rafes  of  flu  vaccine 
adminisfrafion,  use  of  befa  blockers  after  hear!  affacks,  and  appropriafe  use 
of  medicafions  by  asfhma  pafienfs.^'^ 

Community  pharmacy 

At  presenf,  no  disfincf  accredifafion  programs  for  communify  pharmacies 
exisf.  The  only  communify  pharmacies  involved  in  accredifafion  processes 
are  fhose  fhaf  have  implemenfed  accredifed  communify  pharmacy  resi¬ 
dency  programs  or  fhose  parficipafing  in  fhe  JCAHQ  home  care  accredi¬ 
fafion  program. 

Sfafe  boards  of  pharmacy  are  responsible  for  licensing  pharmacies  and 
how  pharmacy  services  are  provided  in  fhese  locafions.  This  is  accomplished 
by  an  initial  and  fhen  ongoing  board-aufhorized  inspecfions  fo  assure  fhaf 
pharmacies  meef  fhe  minimal  sfandards  for  providing  pharmacy  services  as 
defined  by  sfafe  pharmacy  acfs  and  regulafions.  Violafions  found  during 
routine  reviews  or  in  response  fo  a  complainf  may  lead  fo  fines  or  revocation 
of  a  pharmacy  license.  Pharmacy  boards  are  increasingly  challenged  by  fhe 
growing  diversify  of  pharmacy  practices  and  fhe  licensure  requiremenfs  for 
specialfy  pharmacies  fhaf  have  evolved.  Examples  include  nuclear  pharma¬ 
cies  and  pharmacies  providing  home  infusion  or  IV  compounding  services. 


Online  pharmacy 

The  Verified  Infemef  Pharmacy  Practice  Sife  (VIPPS)  program  is  a  volunfary 
cerfificafion  program  for  online  pharmacies  and  is  sponsored  by  fhe  NABP 
This  program,  inifiafed  in  1999,  provides  a  means  for  online  pharmacies  fo 
demonsfrafe  compliance  wifh  VIPPS  criferia  “including  pafienf  righfs  fo 
privacy,  aufhenficafion  and  securify  of  prescription  orders,  adherence  fo  a 
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recognized  quality  assurance  policy,  and  provision  of  meaningful  consulfa- 
fion  between  pafienfs  and  pharmacisfs.”^®  Pafienfs  can  defermine  whefher 
an  online  pharmacy  is  VIPPS  certified  by  looking  for  fhe  VIPPS  hyperlink 
seal  on  fhe  pharmacy’s  Web  sife  or  by  going  fo  fhe  NABP  Web  sife 
(www.nabp.nef)  and  viewing  fhe  lisf  of  VIPPS-cerfified  pharmacies. 


Other  standard-setting  organizations  impacting  pharmacy 
practice 

Many  organizations,  bofh  pharmacy  and  nonpharmacy,  develop  sfandards 
fhaf  impacf  pharmacisfs  and  pharmacy  practice.  These  sfandards  may  be 
used  by  accredifing  organizafions,  fhe  federal  govemmenf  (e.g.,  fhe  FDA), 
or  sfafe  boards  of  pharmacy  when  creating  fheir  own  sfandards  or  laws. 
Pharmacisfs  also  look  fo  such  sfandards  fo  provide  guidance  when  esfab- 
lishing  new  programs  or  creafing  policies  and  procedures.  The  following  are 
examples  of  such  organizafions  and  how  fhey  impacf  pharmacy. 

United  States  Pharmacopeia  (USP) 

The  USP  is  a  nongovemmenf  organizafion  fhaf  “promofes  fhe  public  healfh 
by  esfablishing  sfafe-of-fhe-arf  sfandards  fo  ensure  fhe  qualify  of  medicines 
and  ofher  healfh  care  fechnologies.”^*’  If  is  fradifionally  known  for  publishing 
fhe  USP-NF  fhaf  esfablishes  sfandards  for  prescription  and  nonprescripfion 
drugs.  The  USP  also  develops  practice  sfandards,  such  as  ifs  documenf 
“Sferile  Producfs  for  Home  Use.”  The  USP  also  operafes  two  medication 
error  reporfing,  fracking,  and  analysis  programs.  The  medicafion  error 
reporfing  program,  operafing  in  collaboration  wifh  fhe  Insfifufe  for  Safe 
Medicafion  Pracfices  (ISMP),  receives  volunfarily  submiffed  medicafion 
error  reporfs.  Their  evaluation  and  frending  allows  fhem  fo  identify  prob¬ 
lems  and  recommend  corrective  actions.  The  USP  MEDMARx  program  in 
an  Infernef-based  sysfem  for  hospifals  fo  reporf  and  hack  fheir  own  medi¬ 
cafion  errors.  This  informafion  is  anonymously  enfered  info  a  larger  dafa- 
base,  permitting  broad-based  frending  of  hospifal-based  errors  and  under¬ 
lying  causes.  Bofh  of  fhese  USP  sysfems  assisf  ofhers,  such  as  fhe  JCAHO, 
professional  organizafions,  and  individual  practitioners  in  medicafion  safefy 
inifiafives. 


National  Quality  Forum  (NQF) 

The  NQF  is  a  “nof-for-profif  membership  organizafion  fhaf  was  creafed  fo 
develop  and  implemenf  a  national  sfrafegy  for  healfh  care  qualify  measure- 
menf  and  reporfing.”^^  Ifs  membership  has  broad  parficipafion  by  organiza¬ 
fions  representing  all  parfs  of  fhe  healfh  sysfem,  including  consumers;  public 
and  privafe  purchasers;  employers;  and  healfh  care  professionals,  such  as 
pharmacisfs,  labor  unions,  and  supporting  indusfries.  The  goal  is  fo  work 
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together  to  “promote  a  common  approach  to  measuring  health  care  quality 
and  fostering  system-wide  capacity  for  qualify  improvemenf.”  Their  focus 
is  on  qualify  confers  on  errors,  overfreafmenf,  and  underfreafmenf;  which 
all  lead  fo  undesirable  pafienf  ouf comes  and  urmecessary  cosfs. 

Of  parficular  inferesf  fo  pharmacisfs  is  fhe  NQF  reporf  enfifled  “Safe 
Practices  for  Beffer  Healfhcare.”^*  This  reporf  “defails  30  healfhcare  practices 
fhaf  should  be  universally  utilized  in  applicable  clinical  care  settings  fo 
reduce  fhe  risk  of  harm  fo  pafienfs.”  Eleven  of  fhe  fhirfy  endorsed  pracfices 
deal  specifically  wifh  or  are  relevanf  fo  medication  pracfices.  Of  parficular 
inferesf  fo  pharmacisfs  is  fhe  fifth  pracfice,  which  sfafes: 

Pharmacists  should  actively  participate  in  the  medication-use  process, 
including,  at  a  minimum,  being  available  for  consultation  with  prescrib- 
ers  on  medication  ordering,  interpretation,  and  review  of  medication 
orders,  preparation  of  medications,  dispensing  of  medications,  and  ad¬ 
ministration  and  monitoring  of  medications. 

This  sfafemenf  sfrongly  advocafes  for  acfive  involvemenf  of  pharmacisfs 
in  all  phases  of  medicafion  use.  Ofher  sfandards,  such  as  number  18,  which 
advocafes  for  use  of  “dedicafed  anfi-fhrombofic  (anfi-coagulafion)  services 
fhaf  facilifafe  coordinafed  care  managemenf”  supporfs  fhose  pharmacisfs  who 
have  developed  anficoagulafion  expertise  and  services.  The  broad-based  sup- 
porf  of  fhese  sfandards  is  a  sfrong  sfafemenf  of  fhe  value  fhaf  pharmacisfs 
provide  fo  pafienfs  and  ofher  members  of  fhe  healfh  care  feam. 

The  Leapfrog  Group 

This  unique  group  fhaf  focuses  on  healfh  care  qualify  is  composed  of  over 
140  public  and  privafe  organizafions  fhaf  provide  healfh  care  benefifs.  Ifs 
goal  is  fo  use  ifs  purchasing  power  fo  drive  changes  in  fhe  way  healfh  care 
is  delivered  by  directing  fhe  pafienfs  if  serves  fo  hospifals  meeting  fheir 
sfandards.  By  working  wifh  medical  experfs  fo  identify  problems  and  pro¬ 
pose  solutions.  Leapfrog  believes  if  can  improve  hospifal  sysfems.  If  has 
inifially  identified  fhree  areas  of  focus.  The  firsf,  of  greafesf  inferesf  fo  phar¬ 
macisfs,  is  fo  implemenf  compuferized  prescriber  order  enfry  (CPOE)  for 
medications.  The  ofher  fwo  are  fo  develop  surgery  dafa  for  hospifals  fhaf 
allow  comparison  of  deafh  and  complicafion  rafes  for  high-risk  freafmenfs 
and  procedures,  and  fo  ensure  fhaf  hospifal  ICU  care  be  managed  or  coman¬ 
aged  by  a  physician  cerfified  (or  eligible  for  certification)  in  crifical  care 
medicine.  Plospifal  pharmacisfs  are  already  aware  of  how  Leapfrog’s  focus 
on  CPOE  for  medicafion  use  has  sfimulafed  senior  hospifal  managemenf 
inferesf  in  moving  forward  wifh  such  sysfems.  The  shorf-  and  long-ferm 
impacfs  are  very  significanf  for  pharmacy.  Given  fhe  nafional  focus  on  med¬ 
icafion  safefy,  if  is  likely  fhaf  fufure  areas  of  Leapfrog’s  focus  will  impacf 
pharmacisfs.^^ 
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Pharmacy  professional  organizations 

Many  of  pharmacy’s  national  professional  organizations  develop  profes¬ 
sional  practice  standards  to  support  their  members’  needs  and  to  foster 
improvements  in  pharmacy  practice  and  patient  care.  Many  of  these  stan¬ 
dards  are  developed  by  appointed  groups  of  members  and  then  approved 
by  the  organizations’  house  of  delegates,  reflecting  broad-based  input  and 
support  by  the  membership.  An  example  of  this  is  the  APhA.  The  ASHP  has 
the  most  extensive  list  of  documents,  referred  to  as  “Best  Practices  in 
Health-System  Pharmacy,”  which  is  published  in  hard  copy  and  available 
on  its  Web  site.  This  list  is  a  combination  of  professional  policies  approved 
by  the  ASHP  house  of  delegates  and  more  detailed  guidance  documents 
approved  by  the  ASHP  board  of  directors.  Other  specialty  organizations, 
such  as  ASCP  for  long-term-care  pharmacy  and  AMCP  for  managed  care 
pharmacy  practice,  develop  policies  specific  to  their  areas  of  practice  that 
reflect  the  values  and  priorities  of  their  members.  Readers  are  referred  to 
Chapter  22  for  more  detailed  comments  and  contact  information  for  profes¬ 
sional  organizations. 


What  is  the  value  and  who  benefits? 

The  issues  and  opportunities  currently  evolving  in  the  medication  use  and 
the  roles  of  pharmacists  create  an  exciting  and  bright  future  for  the  pharmacy 
profession.  The  transition  of  pharmacy  education  and  pharmacy  practice 
from  a  product-based  profession  to  one  that  increasingly  focuses  on  patients 
and  pharmacist  contributions  to  improving  patient  medication  use  have 
created  new  challenges  for  the  profession,  employers  of  pharmacists,  and 
individual  pharmacists.  Assuring  the  capabilities  and  qualities  of  both  phar¬ 
macy  services  and  pharmacists  providing  such  services  is  and  will  become 
an  increasingly  important  focus  of  the  profession  and  the  public.  Although 
the  pharmacy  license  is  currently  the  only  credential  essential  to  enter  and 
practice  pharmacy,  pharmacists  seeking  to  differentiate  themselves  and 
assure  continued  engagement  and  growth  in  an  increasingly  diverse  and 
specialized  profession  must  understand  the  process  and  the  value  of  phar¬ 
macist  credentials. 

As  Billy  Woodward  notes  in  the  quote  at  the  begirming  of  the  chapter, 
pharmacists  should  not  focus  too  heavily  on  credentials  they  need  to  achieve 
their  career  goals.  Rather,  they  should  continue  to  grow  and  develop  their 
capabilities  and  knowledge  each  day.  By  enjoying  and  realizing  the  benefits 
of  each  day  in  their  professional  journeys  in  pharmacy,  pharmacists  will 
view  credentials  as  outcomes  of  their  experience,  and  not  as  endpoints.  This 
approach  will  help  ensure  that  organizations  where  pharmacists  work  meet 
the  standards  they  are  held  to,  assure  payers  that  the  quality  of  drug  therapy 
they  are  reimbursing  for  is  provided,  and,  most  importantly,  that  the  patients 
they  serve  realize  their  goals  to  minimize  risk  and  improve  their  health 
through  the  benefits  of  the  medications  they  use. 
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Appendix 

Accrediting,  Credentialing,  and  Standard-Setting  Organizations 


Accrediting  Organizations 

Credentialing  Organizations 

American  Council  on  Pharmaceutical 

(continued) 

Education  (ACPE) 

National  Certification  Board  for  Diabetes 

20  North  Clark  Street 

Educators  (NCBDE) 

Suite  2500 

330  East  Algonquin  Road,  Suite  4 

Chicago,  IL  60602-5109 

Arlington  Heights,  IL  60005 

WWW. acpe-accredit.org 

www.ncbde.org 

ASHP  Commission  on  Credentialing 

National  Institute  for  Standards  in 

American  Society  of  Health-System 

Pharmacist  Credentialing  (NISPC) 

Pharmacists  (ASHP) 

205  Daingerfield  Road 

7272  Wisconsin  Ave. 

Alexandria,  VA  22314 

Bethesda,  MD  20814 

www.nispcnet.org 

www.ashp.org 

The  Pharmacy  Technician  Certification 

Joint  Commission  on  Accreditation  of 

Board  (PTCB) 

Healthcare  Organizations  (JCAHO) 

2215  Constitution  Avenue,  NW 

One  Renaissance  Blvd. 

Washington,  D.C.  20037-2985 

Oakbrook  Terrace,  IL  60181 
www.jcaho.org 

Credentialing  Organizations 

www.ptcb.org 

Standard-Setting  Organizations 

Center  for  Medicare  and  Medicaid 

Board  of  Pharmaceutical  Specialties 

Services  (CMS) 

(BPS) 

Department  of  Health  and  Human 

2215  Constitution  Ave.  NW 

Services 

Washington,  D.C.  20037-2985 

http:/ /hhs.cms.gov 

www.bpsweb.org 

Council  on  Credentialing  in  Pharmacy 

Commission  for  Certification  in  Geriatric 

(CCP) 

Pharmacy  (CCGP) 

1321  Duke  St 

www.pharmacycredentialing.org 

Alexandria,  VA  22314 

The  Leapfrog  Group 
www.leapfroggroup.org 

WWW. ccgp.org 

The  National  Association  of  Boards  of 

National  Asthma  Educator  Certification 

Pharmacy  (NABP) 

Board  (NAECB) 

700  Busse  Highway 

1150  18th  St.  NW,  Ste.  900 

Park  Ridge,  IL  60068 

Washington,  D.C.  20036 

www.nabp.net 

www.naecb.org 

The  National  Quality  Forum  (NQF) 

National  Certification  Board  for 

601  Thirteenth  Street,  NW 

Anticoagulation  Providers 

Suite  500  North 

C/O  Anticoagulation  Forum 

Washington,  D.C.  20005 

Boston  University  Medical  Center,  Room 
E-113 

WWW.  qualityf  orum.  org 

United  States  Pharmacopeia 

www.carsgroup.org 

12601  Twinbrook  Parkway 

Rockville,  MD  20852 
www.usp.org 
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The  leader  of  the  future  ...  will  be  one  who  creates  a  culture  or  a  value 
system  centered  upon  principles.  Creating  such  a  culture  in  a  business, 
government,  school,  hospital,  nonprofit  organization,  family,  or  other  or¬ 
ganization  will  be  a  tremendous  and  exciting  challenge  in  this  new  era 
and  will  only  be  achieved  by  leaders,  be  they  emerging  or  seasoned,  who 
have  the  vision,  courage,  and  humility  to  constantly  learn  and  grow.^ 

Stephen  R.  Covey 


Introduction 

The  nearly  1  million  nonprofit  organizations  currently  active  in  the  U.S. 
provide  excellent  opportunities  to  learn  about  leadership.  Of  all  fhe  nonprof- 
ifs,  frade  and  professional  associafions  consfifufe  a  large  porfion  and  are  a 
pervasive  force  in  sociefy.  There  are  more  fhan  23,000  national  and  over 
140,000  sfafe  and  local  associafions  in  fhe  U.S.,  making  if  fhe  only  counfry 
wifh  such  an  active  and  fully  developed  association  secfor.^ 

Mosf  people  join  af  leasf  one  volunfary  association  af  some  time.  Accord¬ 
ing  fo  sfafisfics  gafhered  by  fhe  American  Sociefy  of  Associafion  Execufives 
(ASAE)  in  1995,  7  ouf  of  10  American  adulfs  belong  fo  1  associafion,  and  1 
ouf  of  4  belong  fo  4  or  more  associafions.  As  fhe  largesf  providers  of  adulf 
education  services  in  fhe  U.S.,  associafions  confribufe  nearly  $100  billion 
each  year  fo  fhe  economy  and  employ  nearly  as  many  people  as  fhe  compufer 
or  airline  indusfries.^ 

Whaf  does  if  mean  fo  belong  fo  an  associafion?  Whaf  is  fhe  overall 
purpose  of  a  professional  associafion?  How  can  membership  in  a  profes¬ 
sional  associafion  impacf  one’s  professional  and  personal  developmenf? 

This  chapfer  explores  fhe  answers  fo  fhese  and  ofher  questions  regarding 
associafions,  in  parficular  professional  pharmacy  associafions.  The  purpose 
of  fhis  chapfer  is  fwofold.  Eirsf,  if  imparfs  fo  sfudenfs  of  pharmacy  fhe  value 
of  membership  and  acfive  involvemenf  in  professional  associafions.  Second, 
if  provides  an  undersfanding  of  fhe  imporfance  of  professional  associafions 
fo  fhe  advancemenf  of  pharmacy  pracfice  in  fhe  U.S.  Af  fhe  conclusion  of 
fhe  chapfer,  sfudenfs  should  be  able  fo: 

•  Define  associafions  and  describe  how  fhey  impacf  pharmacy  pracfice, 
legislafion,  and  regulafion. 

•  Lisf  fhe  benefifs  of  membership  in  an  associafion. 

•  Sfafe  how  individual  involvemenf  in  an  associafion  can  sfimulafe 
personal  professional  developmenf  and  fosfer  increased  career  safis- 
facfion. 
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History  of  modern  associations 

Many  modem  associations  are  classified  by  the  IRS  as  not-for-profit  under 
Section  501(c)  of  the  U.S.  Tax  Code.  Most  business-related  organizations  are 
classified  in  the  501(c)3  category,  meaning  that  their  missions  are  largely 
supported  through  dues  income  or  revenue  generated  through  organiza¬ 
tional  activities  related  to  the  purpose  of  the  organizations.  Some  profes¬ 
sional  societies  opt  for  501(c)4  status  as  charitable  organizations  that  focus 
on  activities  such  as  direct  mail  fundraising,  development  of  major  gifts, 
service  delivery,  and  research  support.  Beyond  that,  however,  it  is  often  hard 
to  distinguish  between  associations  and  charitable  organizations. 

It  is  believed  that  associations  existed  in  ancient  Egypt  and  China.  The 
apprentice  training  agreements  and  protective  regulations  maintained  in 
Roman  times  are  also  seen  as  precursors  to  the  modern  association.  By  the 
16th  century,  merchants  and  artisans  throughout  western  Europe  formed 
guilds  that  governed  production,  monitored  sales,  managed  apprentice  pro¬ 
grams,  oversaw  wages  and  hours,  and  inspected  finished  products.^ 

In  the  U.S.,  guilds  of  the  colonial  period  became  unpopular  because  of 
their  price  fixing  and  regulatory  practices  that  ran  counter  to  the  entrepre¬ 
neurial  spirit  of  the  time.  They  were  replaced  by  other  t5^es  of  trade  asso¬ 
ciations  —  organizations  in  which  companies  or  businesses  hold  member¬ 
ships.  The  first  trade  association  still  in  existence  is  the  Chamber  of 
Commerce  of  New  York,  which  was  formed  by  20  merchants  in  1768.  The 
New  York  Stock  Exchange,  formed  in  1792,  is  the  second-oldest  continuing 
association. 

Trade  associations  continued  to  develop  throughout  the  19th  century,  by 
the  end  of  which  they  were  serving  several  purposes,  including  lobbying, 
quality  control,  credit  improvement,  industrial  standardization,  and  a  social 
function.  They,  however,  also  exhibited  many  of  the  same  traits  as  those  of 
the  guilds  they  sought  to  replace.  Associations  engaged  in  price  fixing, 
production  controls,  and  distribution  management  to  help  business  owners 
maintain  monopolies.  In  the  early  1900s,  associations  formed  in  order  to 
provide  price  and  sales  data  to  their  members.  This  information  exchange 
was  eventually  limited  by  the  U.S.  Supreme  Court  in  1925,  when  it  ruled 
that  an  association  could  provide  price  information  but  only  on  past  trans¬ 
actions  and  that  members  could  make  no  agreements  to  maintain  prices 
based  on  such  information.  This  information  had  to  be  made  available  to 
nonmembers,  banks,  and  the  U.S.  Department  of  Commerce. 

Throughout  World  War  I  and  into  the  early  part  of  World  War  II,  asso¬ 
ciations  transitioned  into  professional  societies  through  the  hiring  of  staff 
members  and  the  formation  of  the  American  Trade  Association  Executives, 
now  known  as  the  American  Society  of  Association  Executives  (ASAE). 
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The  establishment  of  professional  sociefies  —  organizafions  in  which 
individuals  hold  membership  —  dales  back  fo  fhe  1500s,  wifh  fhe  formafion 
of  fhe  firsf  scienfific  sociefy,  fhe  Academia  Secreforum  Nafurae  of  Naples,  in 
1560.  Professional  sociefies  flourished  in  fhe  18fh  cenfury  as  fhe  divisions 
befween  labor  and  scholarly  specialization  became  more  evidenf.  Develop¬ 
ing  bodies  of  knowledge  were  sysfemafically  collecfed  and  documenfed  in 
order  fo  preserve  fhem  for  fufure  generafions,  resulfing  in  fhe  modem  devel- 
opmenf  of  professionalism.  Wifh  fhe  advenf  of  economic  printing  and  com¬ 
munication  fechnologies  broughf  abouf  by  urbanizafion  and  indusfrializa- 
fion  in  fhe  posf-Civil  War  era,  professional  sociefies  provided  arenas  for  fhe 
esfablishmenf  of  specialfies  and  expanding  bodies  of  knowledge.  Their  meef- 
ings  and  publicafions  provided  a  forum  for  fhe  exchange  of  ideas  and  fech- 
niques,  presenfafions,  discussions,  and  airing  of  professional  confroversies. 
Sociefies  served  fo  disseminafe  fhe  new  information,  mainfain  sfandards  of 
professionalism,  and  consul!  govemmenfs  and  universifies  on  fhe  needs, 
desires,  and  ideals  of  fheir  members. 

Ernsffhal  and  Jones  cafegorize  professional  sociefies  as  follows^ 

Scientific,  engineering,  or  learned.  The  purpose  is  fo  advance  fhe  body  of 
knowledge  in  fhe  field  and  keep  members  updafed  on  frends  and 
developmenfs  in  fhe  respective  profession  or  frade.  Examples  are  fhe 
American  Pharmacisf  Associafion  (APhA)  or  fhe  Academy  of  Man¬ 
aged  Care  Pharmacy. 

Affinity  groups.  They  are  made  up  of  people  wifh  nonemploymenf-relafed 
common  inferesfs,  e.g.,  fhe  Nafional  Rifle  Associafion  or  fhe  Ameri¬ 
can  Painfed  Horse  Associafion. 

Religious,  charitable,  public  service,  or  fraternal  organizations.  Cenfral  fo 
fhese  organizafions  is  a  cause  or  belief  fhaf  brings  members  and 
supporfers  fogefher.  Examples  include  fhe  American  Cancer  Sociefy 
or  fhe  Nafional  Wildlife  Eoundafion. 

The  unique  social  structure  of  associations 

Associations  and  ofher  nof-for-profifs  can  be  differenfiafed  from  for-profif 
businesses  in  a  number  of  ways.  A  comparison  of  associations  and  businesses 
can  help  clarify  fheir  roles.  Table  22.1  illusfrafes  differences  befween  associ¬ 
ations  and  businesses  based  on  organizational  infrasfrucfure.  Table  22.2 
focuses  on  fhe  leadership  function  in  for-profif  vs.  member-based  organiza¬ 
fions  such  as  associations. 

Bofh  for-profifs  and  associafions  function  as  sysfems  in  achieving  fheir 
mission,  each  componenf  dependenf  on  fhe  ofher  fo  accomplish  fhis  mission. 
Eor-profif  sysfems  are  dependenf  on  fhe  economic  relafionship  befween  fhe 
buyer  and  seller,  and  fherefore  work  fo  build  a  customer  base  fhaf  will 
purchase  fheir  goods  and  services  over  a  lifefime.  Successful  businesses 
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Table  22.1  Association  Infrastructure  Compared  to  that  of  For-Profit  Entities 
Businesses  Associations 

Size  and  Revenue 

Large,  medium,  small  (less  than  $50  Most  considered  small.  Only  5  of  the  50 
million  revenue  armually).  largest  report  revenues  of  more  fhan  $50 

million  (principles  of  association 
management). 

Mission 

Profitability.  Tax-exempt  purposes,  including  research, 

public  service  and  education, 
representation  of  private  interests  to 
government.  About  member’s  personal 
and  professional  development. 

Structure 

Combination  of  staff  (which  mighf  be  a 
typical  business  organization  chart)  and 
any  of  one  of  several  volunteer  governance 
structures.  Requires  balancing  future  of 
own  organization  with  future  of  the  trade 
or  profession  the  organization  represents. 

Market 

Defined  by  primary  membership  fhat  pays 
dues  in  exchange  for  services  and 
information.  The  work  of  an  association 
benefits  its  members. 

Source:  Adapted  from  Ernstthal,  H.  and  Jones,  B.,  Principles  of  Association  Management.  3rd  ed., 
American  Society  of  Association  Executives,  Washington,  D.C.,  1996,  chap.  3. 

obtain  the  necessary  customer  base  and  show  their  appreciation,  but  the 
relationship  is  always  based  on  profit  and  value. 

Associations  are  dependent  on  the  mutual  gain  between  the  organization 
and  its  members.  Leaders  identify  fhe  fasks  necessary  fo  accomplish  fhe 
mission  and  goals,  based  on  members’  perspectives,  and  fhen  mafch  fhese 
fo  members’  inferesfs,  falenfs,  and  skills.  Members’  active  involvemenf  in 
fhe  organizafion  resulfs  in  valuable  information,  confacfs,  and  fechniques 
fhaf  furfher  fheir  personal  and  professional  goals.  Successful  associations 
maximize  and  appreciafe  fhe  full  pofenfial  of  members  fo  achieve  positive 
changes  for  fhe  frade,  profession,  or  cause  fhey  represenf.^  Figure  22.1  illus- 
frafes  fhe  complex  social  sysfem  of  an  associafion. 

The  organizafion  —  fhe  governing  body,  sfaff,  and  volunfeers  —  is  buf 
one  componenf  of  fhis  sysfem.  The  organizafion’ s  operafing  and  supporf 
sysfems  produce  fhe  programs  and  services  fhaf  are  developed  based  on  fhe 
organization’s  sfrafegic  plan.  The  plan  is  driven  by  fhe  mission  and  goals  of 


No  limits.  The  work  of  a  for-profit 
organization  benefits  shareholders. 


Pyramid-shaped  hierarchy  for  ease 
of  assigning  authority  and 
decision-making  responsibility. 
Requires  imderstandmg  future  of 
own  business  environment. 
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Table  22.2  Organizational  Structure:  For-Profit  vs.  Membership-Based 

Organizations 

For-Profit  Organizations  Membership-Based  Organizations 

Decision  Making 

Decisions  are  made  directly  or  the  Building  consensus  is  the  goal; 
authority  is  delegated  to  specific  therefore,  members  need  to  be 

individuals  to  gather  and  involved  in  order  to  gain  ownership 

incorporate  ideas  from  others.  and  commitment. 

Team  Selection 

Teams  are  selected  by  hiring,  firing.  Fellow  leaders  are  already  elected  or 
and  deciding  who  gets  the  job.  Peer  appointed,  and  often  suggest  members 
interviews  can  provide  value.  and  should  be  considered  for  other 

leadership  or  volunteer  positions. 
Organizational  leaders  cannot  be 
hired,  fired,  or  threatened. 

Setting  Direction 

Priorities,  goals,  and  direction  are  Members  are  involved  in  setting 
established,  often  with  the  input  of  direction  using  a  team  effort  to  ensure 
others,  to  guide  how  the  business  or  commitment  to  the  goals  of  the 
program  will  proceed.  organization. 

Appropriating  Awards 

Job  satisfaction  is  a  key  to  employee  Traditional  economic  incentives  do  not 
retention.  Rewards  are  afforded  exist;  recognition  of  efforts  must  be 

through  bonuses,  benefits,  and  continuous, 

perks. 

Creating  the  Environment 

There  is  an  opportunity  to  make  a  The  organization’s  image  already 
direct  impact  on  changing  the  exists,  but  the  influence,  abilities,  and 

company’s  image,  realizing  that  support  that  members  and  leaders 

others  support  its  creation  and  gain  from  others  can  change  it. 

management.  Volunteer  leaders  represent  the 

organization,  so  their  image  is  the 
organization’s  image. 

Source:  From  Hudson,  P.,  Making  the  transition.  Presented  at  the  Pennsylvania  Society  of 

Health-System  Pharmacists  Leadership  Forum:  Mysteries  of  Millennium  Membership, 

Harrisburg,  November  16-17,  2001.  (With  permission  from  the  National  Association  of 

Home  Builders.) 

the  organization,  which  are  in  turn  established  through  the  careful  collection 
and  evaluation  of  indusfry  frends,  members’  needs,  and  fhe  finife  resources 
and  capabilifies  available  wifhin  fhe  organizaf ion’s  infrasfrucfure.  In  fhe 
nof-for-profif  communify,  fhe  organization’s  leaders  musf  focus  on  fhe  com¬ 
mon  self-inferesfs  of  fheir  members. 

Members  have  a  sef  of  self-inferesfs  fhaf  collectively  comprise  fhe  com¬ 
mon  purpose  for  which  fhey  volunfarily  chose  fo  associafe  wifh  each  ofher 
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•  Governing  Body 


•  Education  •  Public  Relations 


•  Publications  •  Financial  Management  Systems 

•  Government  Relations  •  Information  Resources 


•  Consulting  •  Human  Resources-Staff/Volunteers 

•  Technical  Assistance  •  Membership  Development 

•  Membership  Services 


Figure  22.1  Associations  as  systems.  (From  Tecker,  G.,  Fide,  K.,  and  Frankel,  J., 
Building  a  knowledge-based  culture,  American  Society  of  Association  Executives, 
Washington,  D.C.,  1997.  With  permission.) 

—  hence  the  term  association.  The  challenge  to  the  organization  and  its  leaders 
is  to  look  beyond  the  limited  interests  of  the  moment  into  the  longer-term 
opportunity  or  consequence  to  membership  involved.  In  other  words,  what 
is  the  organization  doing  for  ifs  members  beyond  meefing  fheir  presenf 
needs?  Second,  leaders  musf  consider  fhe  confribufion  of  fhe  organizafion 
fo  fhe  communify  af  large.  In  fhe  nof-for-profif  sector,  exempfion  from 
income  fax  requires  a  confribufion  fo  fhe  public  good.  Unlike  for-profifs, 
fherefore,  by  fheir  definifion  and  purpose,  associafions  have  an  obligafion 
fo  bofh  members  and  fheir  collecfive  self-inferesfs,  as  well  as  fo  fhe  commu¬ 
nify  af  large. 


The  role  of  associations 

Advocacy 

Defined  in  fhe  American  Heritage  Dictionary  as  acfive  supporf  of  a  cause, 
advocacy  is  considered  by  many  associafion  execufives  as  fhe  mosf  impor- 
fanf  function  of  an  associafion.  Advocacy  efforfs  can  be  legislafive  and  pro¬ 
fessional.  Every  frade  or  profession  has  policy  inferesfs  if  would  like  fo 


402 


Managing  Pharmacy  Practice 


advance,  preserve,  or  protect.  Most  associations  identify  representation  of 
fhe  inferesfs  of  fheir  members  fo  governmenf  as  fhe  mosf  imporfanf  benefif 
of  membership.  In  facf,  represenfafion  on  public  policy  issues  is  fhe  primary 
mofive  for  joining  a  frade  association.^ 

Mosf  national  associations  monifor  legislafion  af  bofh  fhe  federal  and 
sfafe  levels.  Many  have  full-time  sfaff  dedicafed  fo  governmenf  relations 
activities,  including  direcf  lobbying  of  regulafory  or  execufive  agencies  or 
elecfed  officials.  Governmenf  relafions  acfivifies  include  fhe  following: 

•  Collecfing  and  disseminating  informafion  abouf  emerging  public 
policy  issues  fhaf  may  have  an  impacf  on  members,  and  developing 
sfrafegies  for  infervening  or  parficipafing  in  fhese  issues  should  fhe 
need  arise. 

•  Formulating  fhe  organizaf ion’s  position  on  fhe  issues  and  commu- 
nicafing  if  fo  members. 

•  Implemenfing  a  grassroofs  or  lobbying  campaign  fargefed  fo  legis- 
lafors  or  ofher  key  governmenf  decision  makers  fo  persuade  fhem  of 
fhe  merifs  of  fhe  organization’s  posifion. 

The  latter,  if  used  effecfively,  can  be  fhe  mosf  influenfial  resource  a 
volunfeer-member  organizafion  has  af  ifs  disposal.  Alfhough  paid  lobbyisfs 
can  be  very  effecfive,  elecfed  represenfafives  more  likely  respond  fo  vofers. 
Many  volunfeer  organizafions  expend  a  lof  of  resources  fo  educafe  key 
members  who  agree  fo  confacf  fheir  elecfed  official  and  requesf  supporf  of 
fhe  organization’s  posifion.  Wifh  fhe  advenf  of  fhe  Infemef,  e-mail,  and 
broadcasf  fax,  grassroofs  lobbying  efforfs  have  even  more  pofenfial  for 
greafer  influence,  because  associations  can  communicafe  almosf  immediafely 
wifh  members  abouf  key  political  issues.  Unforfunafely,  in  fhe  U.S,  fhere  is 
more  apafhy  fhan  enfhusiasm  among  people  when  if  comes  fo  inferacfing 
wifh  elecfed  officials  abouf  issues  of  imporfance  fo  fhem  or  fheir  profession. 

Some  associations  operafe  a  polifical  action  commiffee  (PAG)  fo  raise 
funds  in  supporf  of  grassroofs  educafion  and  polifical  lobbying.  PAG  funds, 
which  are  simply  pools  of  individual  confribufions,  are  fypically  used  fo 
supporf  a  candidafe’s  election  campaign.  Alfhough  PAGs  are  fighfly  regu- 
lafed,  fhey  can  facilifafe  fhe  governmenf  relafions  inifiafives  of  an  association 
by  providing  fo  members  a  sense  of  being  parf  of  fhe  polifical  process. 

Additionally,  organizafions  form  coalifions  around  issues  of  similar  con¬ 
cern  or  inferesf.  This  allows  fhe  organizafion  fo  pool  ifs  collective  informa¬ 
fion,  knowledge,  and  members  in  supporf  of  a  common  cause.  Goalifions 
can  be  informal,  forming  when  needed  and  dissolving  as  issues  are  resolved 
or  go  away,  or  fhey  can  be  long-ferm  relationships. 

Table  22.3  provides  examples  of  fwo  coalifions  of  pharmacy  organiza¬ 
fions  formed  fo  address  issues  of  common  inferesf.  In  Pennsylvania,  a  coa- 
lifion  of  pharmacy  organizafions  was  formed  in  1985  in  supporf  of  legislafive 
issues  of  common  inferesf.  The  coalition,  known  as  fhe  Permsylvania  Phar¬ 
macy  Liaison  Group,  is  an  informal  network  of  member  and  frade  associa- 
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Table  22.3  Two  Examples  of  National  Pharmacy  Coalitions 
Joint  Commission  of  Pharmacy 

Practitioners  Alliance  for  Pharmaceutical  Care 

Structure 

Forum  on  matters  of  common  interest  Consortium  of  national 
and  concern  to  national  organizations  organizations, 
of  pharmacy  practitioners. 


Purpose 

Facilitate  the  effective  representation  of  Educate  the  public,  policy  makers, 
pharmacists  on  professional,  and  ofher  key  decision  makers 

educational,  legislative,  and  regulatory  about  the  import  role  that 
issues  through  analysis,  interpretation,  pharmacists  play  in  the 
and  exchanges  of  views  on  relevant  ever-evolving  health  care  system, 
issues. 


Member  Organizations"' 

AMCP,  ACCP,  ACA,  ACCP,  APhA,  AACP,  AMCP,  APhA,  ASCP,  ASHP, 

ASCP,  ASHP,  NABP,  NCPA,  NCSPAE  Healthcare  Distribution 

Management  Association  (HDMA), 
NACDS,  NCPA,  NCSPAE 

Activities 

Adoption  of  identical  policy  statements 
by  each  member  organization  on 
National  Health  Insurance,  which 
covers  issues  such  as  mechanisms  for 
health  care  delivery,  necessity  of 
pharmacy  services,  reimbursement 
policies,  role  of  deductibles  and 
copayments  in  pharmacy  services,  cost 
control  and  quality  assurance 
mechanisms. 

Recommendations  have  been  made  to 
AACP  on  pharmaceutical  education, 

NABP  on  internships,  and  NABPLEX 
for  licensing  of  foreign  graduates. 

“  See  Table  22.5  for  full  names  of  organizations. 


Health  care  screening  exhibit  at 
annual  National  State  Legislators 
Conference;  compile  and  distribute 
evidence  of  the  value  of  pharmacists 
on  improved  patient  outcomes  and 
health  care  savings  to  legislators. 


tions,  including  the  Pennsylvania  Pharmacists  Association,  the  Permsylvania 
Society  of  Health-System  Pharmacists,  the  Pennsylvania  Chapter  of  fhe 
American  Sociefy  of  Consulfanf  Pharmacisfs,  fhe  Pennsylvania  Council  of 
Deans,  and  fhe  Permsylvania  Associafion  of  Chain  Drug  Sfores.  Inifially,  fhe 
coalition  members  gafhered  fo  craff  a  new  pharmacy  practice  acf,  firsf  infro- 
duced  in  fhe  Senafe  in  1996,  which  served  fo  modernize  fhe  firsf  practice  acf 
originally  written  in  1961  and  amended  only  once  in  fhe  mid-1980s.  Through 
six  years  of  acfive  lobbying  and  grassroofs  acfivifies  in  supporf  of  fhe  bill, 
five  of  fhe  six  coalifion  organizations  in  supporf  of  fhe  final  version  were 
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successful  in  ensuring  passage  of  a  bill,  which  now  represenfs  imporfanf 
amendmenfs  fo  fhe  original  Pennsylvania  Pharmacy  Pracfice  Acf.  Key  fo 
fhese  amendmenfs  are  fhe  definition  of  pharmacy  pracfice  as  fhe  provision 
of  healfh  care  services,  recognifion  of  fhe  provision  of  collaborafive  drug 
fherapy  managemenf  by  a  pharmacisf  fo  pafienfs  in  fhe  insfifufional  setting 
as  sfandard  pracfice,  and  abilify  of  pharmacisfs  fo  adminisfer  immuniza¬ 
tions. 

In  some  secfors,  association  govemmenf  relafions  acfivifies  are  viewed 
as  fhe  equivalenf  of  buying  vofes  in  supporf  of  favorable  legislation.  How¬ 
ever,  mosf  501(c)3  organizations  spend  less  fhan  6%  of  fheir  fofal  income  on 
govemmenf  affairs  acfivifies.'^  Ernsffhal  and  Jones  poinf  ouf  fhaf  “almosf  all 
Americans  are  represenfed  wifhin  fhe  democrafic  process  . . .  fhrough  fheir 
direcf  or  indirecf  membership  in  professional  societies,  religious  associations, 
employer  groups,  labor  unions,  consumer  groups,  hobby  or  affinify  organi¬ 
zations.”^ 

Professional  representation 

Successful  advocacy  efforfs  require  represenfafion  of  fhe  members’  profes¬ 
sional  ideals  fo  organizafions  and  groups  oufside  fhe  organization.  In  fhe 
case  of  legislafors,  fhis  offen  requires  educating  and  informing  fhem  of  fhe 
sfandards  of  pracfice  unique  fo  fhe  particular  profession  fhaf  will  be 
impacfed  fhrough  a  change  in  legislafion.  Somefimes  legislative  advocacy 
efforfs  also  require  organizafions  fo  represenf  fheir  members  fo  ofher  pro¬ 
fessional  organizafions.  In  fhe  case  of  pharmacy  associafions,  oufside  orga¬ 
nizafions,  such  as  fhe  American  Medical  Association,  fhe  American  Hospifal 
Association,  and  fhe  American  Nurses  Associafion,  can  be  pivofal  during  a 
legislafive  process  fhaf  requires  fheir  supporf  or  lack  of  opposition.  Similarly, 
members  of  fhese  organizafions  look  fo  pharmacy  associafions  fo  creafe  and 
publish  indusfry  sfandards  on  appropriafe  drug  use  fhaf  can  be  used  in  fheir 
own  framing  and  advocacy  efforfs. 

In  early  2001,  fhe  Joinf  Commission  on  Healfhcare  Organizafions 
(JCAHO)  puf  forfh  proposed  revisions  fo  ifs  sfandards  addressing  medica- 
fion  use.  One  proposed  revision  would  have  exempfed  hospifals  wifh  com- 
puferized  physician  order  enfry  (CPOE)  sysfems  for  medicafions  and  ofher 
pafienf  fherapies  from  fhe  requiremenf  fhaf  a  pharmacisf  prospecfively 
review  fhe  medication  order.  Many  organizafions  opposed  fhis  recommen- 
dafion,  cifing  published  besf  pracfice  evidence  in  supporf  of  incorporafing 
a  pharmacisf  in  fhe  medication  use  process  before  medicafion  adminisfra- 
fion.  These  organizafions,  many  of  which  included  sfafe  and  national  pro¬ 
fessional  societies,  advocafed  on  behalf  of  fheir  members  fhaf  fhe  JCAHO 
reconsider  ifs  position  in  lighf  of  fheir  own  organizafions’  concerns  and 
documenfed  evidence  on  fhe  use  of  a  pharmacisf  as  a  key  componenf  of 
medicafion  review  and  disfribufion  process.  In  July  2002,  fhe  JCAHO 
reversed  ifs  recommendation  for  pharmacisf  refrospecfive  review  of  orders 
in  hospifals  wifh  CPOE. 
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The  JCAHO  too  can  be  considered  an  advocacy  organization.  In  advo¬ 
cating  for  the  public’s  safe  healfh,  fhe  JCAHO  sfrives  fo  “confinuously 
improve  fhe  safefy  and  qualify  of  care  provided  fo  fhe  public  fhrough  fhe 
provision  of  healfh  care  accredifafion  and  relafed  services  fhaf  supporf  per¬ 
formance  improvemenf  in  healfh  care  organizafions.”®  Some  of  fhese  services 
are  discussed  in  subsequenf  sections  of  fhis  chapfer. 

AARP  (formerly  known  as  fhe  American  Associafion  of  Refired  Per¬ 
sons)  is  a  nonprofif  membership  organizafion  dedicafed  fo  addressing  fhe 
needs  and  inferesfs  of  persons  50  years  and  older.  AARP’s  volunfeer  lead¬ 
ers  advocafe  on  behalf  of  fheir  members  on  imporfanf  issues,  such  as 
ensuring  fhe  long-ferm  solvency  of  Social  Securify;  profecfing  pensions; 
fighfing  age  discriminafion;  prescripfion-drug  coverage  in  Medicare; 
pafienf  profecfions  in  managed  care  and  long-ferm  care;  anfipredafory 
home  loan  lending;  and  ofher  profecfions  for  older  consumers.  AARP 
advocafes  in  fhe  nafion’s  capifal,  in  sfafe  houses  across  fhe  counfry,  and 
in  fhe  courfs  on  behalf  of  AARP  members  and  fheir  families  (for  more 
defails  see  fhe  AARP  Web  sife,  www.aarp.org). 

Standard  development  and  setting 

In  addition  fo  political  advocacy,  indusfry  regulation  fhrough  fhe  esfablish- 
menf  of  volunfary  sfandards  can  be  viewed  as  one  of  fhe  mosf  inherenfly 
imporfanf  roles  of  an  associafion.  According  fo  Emsffhal  and  Jones,  “asso¬ 
ciations  engage  in  sfandard  seffing  acfivifies  fo  encourage  and  recognize 
qualify.”^  Indusfry  sfandards,  cerfificafion,  and  accredifafion  are  meanf  fo  be 
used  as  a  framework  for  esfablishing  fhe  besf  sysfem  or  pracfice  for  accom¬ 
plishing  an  infended  oufcome.  They  do  nof  guaranfee  success.  Accredifed 
and  cerfified  programs,  insfifufions,  and  individuals  musf  underfake  a  pro¬ 
cess  of  confinuous  qualify  improvemenf  fo  ensure  successful  oufcomes  of 
fheir  endeavors.  Emsffhal  and  Jones  cafegorize  associafion  volunfary  sfan¬ 
dards  info  four  cafegories:  codes  of  efhics,  cerfificafion,  accredifafion,  and 
fechnical  sfandards. 

Codes  of  ethics 

Pharmacists  are  health  professionals  who  assist  individuals  in  making 
the  best  use  of  medications.  This  Code,  prepared  and  supported  by 
pharmacists,  is  intended  to  state  publicly  the  principles  that  form  the 
fundamental  basis  of  the  roles  and  responsibilities  of  pharmacists.  These 
principles,  based  on  moral  obligations  and  virtues,  are  established  to 
guide  pharmacists  in  relationships  with  patients,  health  professionals, 
and  society. 


APhA  Code  of  Ethics  for  Pharmacists,  Preamble 
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An  association’s  code  of  ethics  governs  the  conduct  of  its  members.  Com¬ 
pliance  with  the  code  varies.  In  many  associations,  it  is  largely  ignored  and 
not  enforced;  in  others,  compliance  with  the  code  is  necessary  for  continued 
membership.  In  some  cases,  compliance  with  the  industry  code  of  ethics  is 
required  for  continued  licensure  to  practice.  In  professional  health  associa¬ 
tions,  compliance  can  be  enhanced  through  the  use  of  peer  review  to  assure 
that  members  provide  an  appropriate  standard  of  care. 

Certification 

Certification  programs  formally  confirm  that  an  individual  has  successfully 
met  the  standards  set  by  the  organization  (association)  for  a  particular  prac¬ 
tice  or  area  of  specialty.  For  example,  the  Board  of  Pharmaceutical  Specialties 
(BPS)”^  certifies  that  a  pharmacist  has  demonstrated  an  advanced  level  of 
education,  experience,  knowledge,  and  skills  in  one  of  five  specialty  areas: 
nuclear  pharmacy,  nutrition  support,  oncology  pharmacy,  pharmacotherapy, 
and  psychiatric  pharmacy. 

Certification  differs  from  licensure  or  registration,  which  are  both  regu¬ 
latory  requirements  set  individually  by  states  for  the  practice  of  an  individual 
in  a  particular  profession.  Numerous  professions  offer  certification  pro¬ 
grams,  such  as  accounting,  association  management,  teaching,  medical,  and 
nursing.  Like  licensure,  renewal  requirements  are  often  associated  with  cer¬ 
tification,  which  may  include  retesting  or  documentation  of  required  con¬ 
tinuing  education. 

Accreditation 

Accreditation  is  a  means  of  certifying  that  an  institution  has  successfully  met 
a  prescribed  standard  or  set  of  standards.  One  of  the  most  prominent  exam¬ 
ples  of  a  health  care  accrediting  body  is  the  JCAPIO.  Plospital  and  other 
health  care  organizations  are  state  licensed  but  seek  accreditation  by  the 
JCAPIO,  an  independent  standard-setting  organization.  JCAPIO  accredita¬ 
tion  is  recognized  nationwide  as  a  symbol  of  quality  that  reflects  an  organi¬ 
zation’s  commitment  to  meeting  certain  performance  standards.  To  earn  and 
maintain  accreditation,  an  organization  must  undergo  an  onsite  survey  by 
a  JCAPIO  survey  team  at  least  every  3  years.  Laboratories  must  be  surveyed 
every  2  years. 

The  Joint  Commission’s  Plospital,  Plome  Care,  Laboratory,  and  Ambu¬ 
latory  Surgery  Centers  Accreditation  Programs  are  recognized  by  the  federal 
Plealth  Care  Financing  Administration  (PICFA)  as  meeting  or  exceeding  the 
federal  quality  standards  for  these  organizations.  Thus,  many  of  these  orga¬ 
nizations  are  able  to  use  their  Joint  Commission  accreditation  to  obtain 

*  BPS  was  established  in  1976  by  the  American  Pharmaceutical  Association  (APhA)  to  respond 
to  the  evolving  requirements  of  patients  and  the  health  care  system.  BPS’s  mission  is  to  recog¬ 
nize  specialty  practice  areas,  define  knowledge  and  skill  standards  for  recognized  specialties, 
evaluate  the  knowledge  and  skills  of  individual  pharmacist  specialists,  and  serve  as  a  source 
of  information  and  coordinating  agency  for  pharmacy  specialties  (see  the  APhA  Web  site, 
www.aphanet.org). 
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Medicare  certification  through  a  process  known  as  deemed  status.  Similar 
reliance  for  licensure  purposes  exists  for  hospitals  and  other  types  of  pro¬ 
vider  organizations  in  many  states. 

Technical  standards 

According  to  Emstthal  and  Jones,  technical  standards  are  categorized  as 
either  design  or  performance.  “Design  standards  outline  specific  materials 
to  be  used  and  the  dimensions  of  the  finished  product.  Performance  stan¬ 
dards  deal  with  how  the  finished  product  should  work,  rather  than  how  it 
is  designed  or  manufactured.”^  The  U.S.  is  unique  in  that  many  industry 
standards  are  established  by  associations  or  private  organizations  rather  than 
the  government.  Standards  are  formulated  by  a  group  of  knowledge  volun¬ 
teers  and  then  all  affected  parties  are  provided  an  opportunity  to  comment 
before  standards  are  finalized.  Most  organizations  also  arrange  for  an 
appeals  process  once  a  standard  is  set  in  the  event  of  an  affected  organization 
disagreeing  with  a  standard.  Once  the  standards  are  published,  the  associ¬ 
ation  is  t5q)ically  involved  in  technical  support  to  its  members  to  assist  in 
assuring  their  compliance  with  the  standards. 

An  example  of  a  technical  standard  are  the  generally  accepted  account¬ 
ing  principles  (GAAP)  set  by  the  Financial  Accounting  Standards  Board.  The 
NCCLS  (formerly  the  National  Committee  for  Clinical  Laboratory  Stan¬ 
dards)  is  a  global,  interdisciplinary,  nonprofit,  standards-developing,  and 
educational  organization  that  promotes  the  development  and  use  of  volun¬ 
tary  consensus  standards  and  guidelines  within  the  health  care  community. 
It  is  recognized  worldwide  for  the  application  of  its  unique  consensus  pro¬ 
cess  in  the  development  of  standards  and  guidelines  for  patient  testing  and 
related  health  care  issues  (see  the  NCCLS  Web  site,  www.nccls.org). 

Education  and  meetings 

Most  members  indicate  that  continuing  education  is  one  of  the  primary 
benefits  they  receive  from  their  professional  association.  For  most  health 
professions,  continuing  education  is  required  for  relicensure.  In  addition,  it 
is  an  important  tool  for  remaining  current  on  advancements  within  the 
profession. 

Educational  programming  is  available  in  numerous  formats,  including 
live  programs  and  seminars  and  written  home  study  through  professional 
journals,  e.g.,  Internet  programs  and  audio  conferences.  Seminars  and  live 
programs  have  the  added  benefit  of  allowing  members  to  network  with  peers 
to  learn  how  the  topics  have  affected  others’  practices  and  what  they  are 
doing  to  respond  to  necessary  changes.  The  other  live  formats,  e.g.,  audio 
conference  and  Web-based  audio  streaming,  allow  participants  limited  inter¬ 
action  with  faculty  and  with  each  other,  in  the  convenience  of  the  partici¬ 
pants’  homes  or  offices.  Of  course,  static  Internet  programs  and  home  study 
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lack  the  networking  and  peer  interaction  component,  but  can  be  used  at  a 
time  and  place  most  convenient  for  the  participants. 

The  most  successful  meefings  consider  members’  preferences  for  fopics 
and  speakers,  locafion,  lengfh,  fime  of  year,  and  day  of  week.  Educational 
programs  and  seminars  vary  in  lengfh  and  are  offen  parf  of  a  large  armual 
convenfion  or  meefing.  In  addition  fo  fhe  educafional  componenfs,  many 
associafions  conducf  board  and  committee  meefings,  insfall  new  officers, 
and  celebrafe  members’  accomplishmenfs  by  bestowing  awards  and  honors. 
Exhibif  shows  are  anofher  popular  componenf  of  conventions,  during  which 
members  can  browse  displays  sef  up  by  indusfry  suppliers  and  vendors.  In 
fhe  case  of  pharmacy  associafions,  fhe  largesf  nafional  exhibif  show  is  held 
in  conjuncfion  wifh  fhe  Midyear  Clinical  Meefing  of  fhe  American  Sociefy 
of  Healfh-Sysfem  Pharmacisfs. 

Ofher  unique  componenfs  of  several  nafional  and  regional  pharmacy 
association  meefings  are  employmenf  service  and  residency  showcase  pro¬ 
grams.  Practicing  pharmacisfs  and  graduafing  sfudenfs  can  selecf  from  a 
number  of  differenf  employers,  or  posfgraduafe  residency  programs,  and 
sef  up  interviews  conducted  af  fhe  meefing  locafion.  In  addition,  many 
employers  who  provide  residency  programs  parficipafe  as  exhibifors  fo  mar- 
kef  fheir  programs  fo  pharmacisfs  and  sfudenfs. 

Publications  and  information 

Associafions  use  prinf  publicafions  fo  susfain  member  communicafion 
befween  face-fo-face  meefings  and  fo  provide  consisfenf  informafion  fo  all 
members.  The  production  and  disfribufion  of  periodicals  is  considered  by 
many  members  fo  be  fhe  mosf  imporfanf  benefif  of  membership,  because  if 
allows  associafions  fo  carry  ouf  fheir  mosf  imporfanf  function  in  fhe  mosf 
efficienf  maimer  —  fhe  exchange  of  informafion  among  members. 

Newsleffers,  common  fo  mosf  associafions,  allow  for  exchange  of  infor¬ 
mafion  among  members  and  provide  a  mechanism  for  keeping  members 
abreasf  of  indusfry-relafed  news,  regulatory  and  legislative  issues,  associa¬ 
tion  f rends,  organizafional  accomplishmenfs,  and  member  achievemenfs. 
Many  associafions  are  moving  fheir  newsleffers  fo  elecfronic  formafs,  which 
are  more  cosf  effecfive  and  timely  However,  elecfronic  versions  compefe  for 
viewing  fime  wifh  fhe  numerous  ofher  e-mails  fhaf  members  receive  from 
work  or  ofher  associafions.  Some  organizations  are  limiting  elecfronic  news¬ 
leffers  fo  a  secondary  means  of  communicafion  by  providing  a  condensed, 
printed  version  of  fhe  newsleffer  fo  each  member  while  encouraging  fhem 
fo  log  on  fo  fhe  Infemef  for  furfher  defails  abouf  a  particular  article  or  subjecf . 

Ofher  disfribufion  options  for  newsleffers  and  magazines  are  e-mail  and 
fax  broadcasf .  Alfhough  fimely,  fhey  are  limifed  in  fhe  amounf  of  informafion 
fhaf  can  be  provided  wifhouf  overwhelming  fhe  reader.  E-mail  and  fax 
broadcasfs  are  mosf  effecfive  for  shorf  messages  regarding  fime-sensifive 
issues  of  an  urgenf  nafure,  e.g.,  grassroofs  action  on  a  key  piece  of  legislation 
or  a  news  bulletin  on  a  currenf  issue  or  imporfanf  associafion  business. 
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The  most  favored  publication  of  professional  societies  is  the  magazine 
or  periodical,  which  keeps  members  abreast  of  developments  and  research 
in  their  field.  For  many,  it  is  also  a  means  by  which  they  can  publish  their 
research  findings  or  share  the  discovery  of  a  solution  to  a  problem  that  many 
of  their  colleagues  may  also  be  looking  to  resolve.  Examples  in  pharmacy 
include  journals  such  as  the  American  Journal  of  Health-System  Pharmacy  (pub¬ 
lished  by  the  American  Society  of  Health-System  Pharmacists,  ASHP),  Phar¬ 
macotherapy  (published  by  the  American  College  of  Clinical  Pharmacy, 
ACCP),  and  the  Journal  of  Managed  Care  Pharmacy  (published  by  the  Academy 
of  Managed  Care  Pharmacy,  AMCP).  Other  association  publications  might 
include  reference  texts  for  use  in  practice  settings.  Such  publications  can  also 
provide  a  source  of  nondues-related  revenue  to  the  association,  which  helps 
support  the  costs  to  sustain  member  services. 

Standard-setting  organizations  also  publish  texts  for  use  by  individuals 
or  organizations  seeking  compliance  with  a  particular  set  of  industry  stan¬ 
dards  or  best  practices.  For  example,  the  JCAHO  publishes  an  annual 
accreditation  manual  for  several  health  care  settings,  including  hospitals, 
laboratories,  and  long-term  care,  ambulatory  care,  home  care,  and  behav¬ 
ioral  health  care  facilities.  The  ASHP  publishes  its  positions  and  best  prac¬ 
tices  in  the  “Best  Practices  for  Health-System  Pharmacy:  Positions  and 
Practice  Standards  of  ASHP.” 

The  Internet  is  fast  becoming  a  cost-effective  and  efficient  means  of 
housing  association  and  other  industry  information  and  publications.  Often, 
this  information  is  limited  to  dues-paying  members  who  view  the  informa¬ 
tion  in  a  members-only  section  of  the  association’s  Web  site.  Associations 
also  make  the  same  information  available  in  electronic  format,  e.g.,  on 
CD-ROM  or  floppy  disks,  to  others  who  wish  to  purchase  the  products. 

Research  and  statistics 

According  to  Ernsttahl  and  Jones,  two  thirds  of  associations  conduct  research 
or  gather  data  on  their  members’  profession  or  industry.^  The  information, 
which  can  be  economic,  demographic,  social,  or  industrial,  is  used  by  busi¬ 
nesses  and  government  and  is  often  less  expensive  to  obtain  than  that  pro¬ 
duced  by  for-profit  consulting  and  research  firms.  Associations  also  use  the 
information  and  data  they  collect  to  provide  value  to  members  as  a  way  to 
retain  their  membership. 

Salary  surveys,  industry-specific  studies,  and  benchmarking  studies 
are  just  some  examples  of  studies  undertaken  by  pharmacy  and  related 
associations.  Salary  surveys  enable  employers  to  compare  their  staff  sala¬ 
ries  with  others  in  the  same  region  or  state,  or  with  national  averages.  The 
ASHP  conducts  a  national  survey  of  pharmacy  practice  in  hospital  settings, 
and  each  year  focuses  on  a  different  issue.  Eor  example,  in  2001,  the  survey 
questions  centered  on  prescribing  and  transcribing,  and  in  2000  the  focus 
was  on  monitoring,  patient  education,  and  wellness.  The  survey  allows 
pharmacy  managers  to  benchmark  their  pharmacy  services  with  others 
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across  the  country  for  the  purposes  of  jusfifying  new  programs  or  policy 
changes. 

Leadership  development 

In  fhe  Gift  of  Leadership,  Mark  Levin  sfafes  fhaf  “volunfary  organizafions  have 
fhe  abilify  fo  go  beyond  fhe  framing  of  people  in  various  frades  and  profes¬ 
sions.”  Through  leadership  in  volunfary  organizafions,  many  political,  busi¬ 
ness,  and  social  leaders  in  fhe  U.S.  have  “honed  fheir  skills  and  abilities  in 
fhe  leadership  ranks  of  America’s  non-profif  volunfeer  organizafions.”  Vir- 
fually  all  business  leaders,  including  pharmacy  leaders,  have  been  active 
leaders  in  fheir  professional  or  frade  association,  and  mosf  rely  on  fhese 
experiences  fo  add  fo  fheir  credibilify  as  indusfry  leaders.^ 

One  of  fhe  mosf  imporfanf  roles  associations  can  assume  is  fo  creafe 
successful  volunfeers.  This  can  be  accomplished  by  combining  a  volunfeer’s 
irmafe  need  fo  serve  wifh  fhe  fools  necessary  for  successful  leadership.  If 
requires  fhaf  fhe  associafion  sef  specific  goals  for  volunfeer  leaders,  and 
provide  recognition  for  a  job  well  done.  Wifhin  fhis  framework,  members 
are  afforded  fhe  opporfunify  fo  excel  af  activities  fhaf  fhey  enjoy  and  fhaf 
provide  meaning  and  value  for  fhem  and  ofher  members  of  fhe  associafion. 
The  payback  for  fhe  volunfeers  is  recognifion  by  peers  for  work  accom¬ 
plished  and  fhe  righf  fo  use  fhis  accomplishmenf  as  evidence  of  fheir  exper¬ 
tise  and  leadership  qualifies. 

Susfained  leadership  is  essenfial  fo  fhe  long-ferm  success  of  an  associa¬ 
fion.  Organizafions  can  be  reengineered  by  improving  benefifs,  services,  and 
operafions,  buf  leaders  realize  fhe  need  fo  reinsfafe  or  susfain  fhe  spirif  fhaf 
was  fhe  basis  for  fhe  formafion  of  fhe  organization.  Associations  accomplish 
fhis  by  esfablishing  organizafional  values  and  identifying  a  formal  sef  of 
leaders’  actions  and  behaviors  fhaf  creafe  fhe  culfure  of  fhe  organizafion. 
The  culfure  is  sfrengfhened  and  acfivafed  by  seffing  a  sfrafegic  plan,  iden¬ 
tifying  and  prioritizing  fasks  wifhin  fhe  plan,  and  fhen  communicating  and 
reinforcing  fhe  mission,  vision,  and  plan  wifh  members.  The  leaders  musf 
fhen  model  fhe  culfure  by  remaining  enfhusiasfic,  conveying  posifive  mes¬ 
sages  fo  members,  and  encouraging  fhem  fo  fake  acfion,  assessing  fhe  orga¬ 
nizafion  in  a  way  fhaf  will  fulfill  fheir  personal  or  professional  goals. ^ 

Sfeven  Covey  defines  fhe  fhree  roles  of  a  principle-cenfered  leader  or 
organizafion:  pafhfinding,  aligning,  and  empowering.^  The  sfrafegic  plan 
represenfs  fhe  pafhfinding  for  fhe  organizafion.  If  fies  fogefher  fhe  culfure 
(value  sysfem)  and  vision  wifh  fhe  needs  of  fhe  members.  The  organizafional 
sfrucfure  and  sysfem  and  operafional  processes  musf  be  aligned  wifh  fhe 
needs  of  fhe  members  so  fhaf  fhey  undersfand  fhe  mission,  share  fhe  com- 
mifmenf  fo  fhe  vision,  and  appreciafe  fhe  inferdependenf  nafure  of  associa¬ 
tions.  Alignmenf  is  fhen  achieved  when  members  are  empowered  fo  creafe 
and  improve  fhe  sfrucfures  and  sysfems  fhaf  will  meef  fheir  needs.  Organi¬ 
zafions  fhaf  model  fhe  roles  of  principle-cenfered  leadership  provide  a  forum 
for  fhe  successful  creation  of  fufure  leaders. 


Chapter  twenty-two:  The  role  of  professional  organizations 


411 


Numerous  skills  can  be  developed  through  participation  in  association 
leadership  positions.  Examples  include  presentation  and  speaking,  facilitation, 
negotiation,  delegation,  fimdraising,  recruitment,  planning,  and  public  rela¬ 
tions  skills.  Such  skills  are  particularly  valuable  to  those  who  aspire  to  serve 
as  members  of  fhe  board  or  as  presidenfs.^  Buf  fhey  also  apply  fo  ofher  aspecfs 
of  members’  lives,  e.g.,  work,  home,  and  ofher  volunfeer  organizations. 

Public  service 

Aside  from  public  relafions  efforfs  fhaf  professional  associafions  musf  under¬ 
fake  wifh  members  and  ofher  key  consfifuenfs,  many  associafions  include 
educafing  and  communicafing  wifh  fhe  general  public  among  fheir  primary 
goals.  Benefifs  of  public  service  programs  are  many. 

In  pharmacy,  promoting  fhe  profession  fo  members  of  fhe  general  public 
is  key  fo  helping  fhem  undersfand  fhe  role  of  a  pharmacisf  in  drug  fherapy 
managemenf.  Few  pafienfs  fruly  undersfand  fhe  benefif  of  esfablishing  a 
relafionship  wifh  fheir  pharmacisf,  who  can  help  fhem  manage  fheir  drug 
fherapy  and  share  imporfanf  informafion  abouf  fheir  medicafions. 

Several  years  ago,  fhe  ASHP  invesfed  in  a  3-year  public  relafions  plan 
fo  promofe  fhe  role  and  value  of  healfh  sysfem  pharmacisfs.  The  inifial 
survey  of  consumers  revealed  fhaf  many  did  nof  realize  fhaf  a  pharmacisf 
was  involved  in  fheir  care,  buf  many  expressed  a  desire  fo  have  a  phar¬ 
macisf  visif  wifh  and  counsel  fhem  on  fheir  medicafions.  Since  fhen,  fhe 
ASHP  has  conducfed  several  more  fargefed  surveys  and  associafed  public 
relafions  campaigns  fo  increase  fhe  promofion  of  fhe  value  of  pharmacisfs. 
In  2000,  fhe  ASHP  polled  consumers  regarding  online  healfh  informafion. 
The  survey  of  more  fhan  1000  Americans  revealed  fhaf  consumers  regularly 
use  fhe  Infemef  fo  find  healfh  informafion.  Also,  one  ouf  of  fhree  respon- 
denfs  said  fhey  do  nof  believe  fhaf  fhe  supplemenfal  maferials  fhaf  fypically 
accompany  prescripfions  provide  enough  informafion  abouf  drug  inferac- 
fions.  In  addition,  less  fhan  half  (47%)  sfrongly  agreed  fhaf  fhese  informa¬ 
fion  leaflefs  are  helpful.  In  fhaf  same  year,  fhe  ASHP  launched  a  new  Web 
sife,  www.SafeMedicafion.com,  fo  help  ensure  fhaf  Infemef  users  have  a 
reliable  online  resource  for  up-fo-dafe,  accurafe  drug  informafion.  Ofher 
organizafions  have  developed  similar  public  healfh  services.  For  example, 
fhe  APhA  houses  a  consumer  informafion  secfion  called  “Pharmacy  and 
You’’  on  ifs  Web  sife  (hffp://www.pharmacyandyou.org/)  focused  on 
pafienf  informafion,  fhe  role  of  fhe  pharmacisf,  and  ofher  consumer  infor¬ 
mafion  needs. 

National  and  sfafe  pharmacy  associafions  recognize  Nafional  Pharmacy 
Week  as  an  opporfunify  for  promofing  fhe  value  of  pharmacisf  services. 
Public  relafions  efforfs  include  press  releases,  public  display  and  informafion 
boofhs,  communify-based  seminars,  and  healfh  fairs.  The  fargef  audience 
includes  pafienfs  and  ofher  healfh  care  professionals.  Associafions  such  as 
fhe  APhA  and  ASHP  provide  members  wifh  promofional  maferials  and 
pafienf  educafion  informafion  for  use  af  hospifal-based  or  ofher  local  evenfs. 
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Several  national  pharmacy  organizations  have  formed  a  coalition  known 
as  the  Alliance  for  Pharmaceutical  Care  (see  Table  22.3).  One  of  ifs  functions 
is  fo  exhibif  annually  af  fhe  National  Sfafe  Legislators  Conference,  where 
groups  of  pharmacisfs  representing  parficipafing  organizafions  provide 
healfh  screenings.  The  collaboration  of  fhese  pharmacy  organizafions  allows 
fhem  fo  provide  a  popular  service  fo  legislafors,  who  foo  are  members  of 
fhe  public,  af  fhe  same  fime  educafing  fhem  on  fhe  value  of  pharmacisfs  in 
fheir  individual  healfh  care. 

A  key  public  service  of  fhe  JCAHO  is  a  comprehensive  guide  fo  help 
individuals  learn  more  abouf  fhe  safefy  and  qualify  of  JCAHO-accredifed 
healfh  care  organizafions  and  programs  fhroughouf  fhe  U.S.  This  guide. 
Qualify  Check''''^,  includes  each  organizafion’s  name,  address,  felephone 
number,  accredifafion  decision,  accredifafion  dale,  currenf  accredifafion  sfa- 
fus  and  effecfive  date,  and  ifs  mosf  recenf  performance  reporf. 


How  do  associations  work? 

Governance 

Associafions  and  professional  sociefies  are  governed  by  a  group  of  elecfed 
and  appoinfed  volunfeer  leaders  whose  responsibilifies  are  direcfed  by  fhe 
associafions’  consfifufion  and  by-laws.  According  fo  Ernsffhal  and  Jones, 
governance  in  associafions  is  fhe  parficipafion  of  volunfeer  leaders  in  mak¬ 
ing  crucial  decisions  regarding  fhe  operafion  and  viabilify  of  an  organiza- 
fion.2  Responsibilify  for  governance  is  held  by  fhe  board  of  direcfors  or  a 
board  of  frusfees,  alfhough  fhe  specific  governance  sfrucfure  depends  on 
fhe  organizafion’s  size,  resources,  and  fhe  type  of  services  and  acfivifies  if 
carries  ouf  for  members.  Small  organizafions  may  appoinf  mosf  or  all  of 
ifs  members  fo  fhe  board,  whereas  large  organizafions  usually  appoinf 
individuals  who  serve  as  a  fair  represenfafion  of  fhe  membership  af  large. 
Beyond  fhe  board  of  direcfors,  several  componenfs  in  fhe  sfrucfure  of 
organizafion  allow  if  fo  obfain  inpuf  from  members,  which  drives  fhe 
policy-making  process. 

Many  professional  sociefies  use  a  House  of  Delegates  as  fhe  senior  pol¬ 
icy-making  body.  Members  include  represenfafives  from  geographic  or  ofher 
subdivisions  of  fhe  organizafion,  who  meef  usually  once  a  year.  The  house 
considers  policy  recommendations  from  ofher  secfors  of  fhe  organizafion, 
sefs  policy,  and  makes  recommendations  fo  fhe  board.  Throughouf  fhe  year, 
anofher  decision-making  body,  f5q)ically  a  board  of  direcfors,  makes  inferim 
decisions  or  performs  specific  managerial  fasks.^ 

Throughouf  fhe  year,  organizafional  secfors,  such  as  committees,  coun¬ 
cils,  and  special  inferesf  groups  (SIGs),  convene  fo  discuss  sociefy  maffers 
and  professional  issues.  Typically,  fhe  agendas  for  fhese  organizafional  com¬ 
ponenfs  are  sef  in  advance  and  driven  by  fhe  sfrafegic  plan,  a  specific  pro¬ 
fessional  issue,  or  fhe  policy-making  or  sfandards-seffing  process.  Commif- 
fees  are  usually  appoinfed  by  fhe  board  and  meef  as  often  as  necessary  fo 
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accomplish  their  goals.  They  are  responsible  for  designing  and  implementing 
a  project  or  a  member  service  or  for  making  policy  recommendations  to  the 
board  or  house.^ 

An  organization  may  establish  councils  in  addition  to  or  in  lieu  of  com¬ 
mittees  for  making  policy  recommendations.  Councils  may  meet  only  once 
a  year,  but  can  be  called  on  as  needed  to  consider  an  issue  and  make  a 
recommendation.  They  are  considered  more  strategic  in  their  purpose, 
whereas  committees  typically  function  in  an  operational  capacity. 

SIGs  represent  a  subsection  of  the  membership  that  form  on  their  own 
or  are  created  by  the  board  to  address  specific  interests.  Examples  in  phar¬ 
macy  associations  include  SIGs  for  specialty  practice  areas,  such  as  pediat¬ 
rics,  home  care  or  home  infusion,  and  management. 

Management 

Whereas  the  board  of  directors  is  responsible  for  setting  direction  and  estab¬ 
lishing  policy,  the  chief  executive  and  the  staff  carry  out  the  operational 
activities  of  the  association.  Volunteers  provide  feedback  and  guidance  to 
staff,  and  in  some  organizations  are  responsible  for  operational  issues  as  well 
because  the  association  has  no  staff.  The  relationship  between  a  board  and 
staff  is  delicate.  It  is  important  that  the  association  president  and  board  set 
very  clear  expectations  for  the  chief  executive  and  that  the  GEO  provide 
continual  updates  and  information  to  the  board  to  assure  successful  decision 
making. 

Policy-making  infrastructure 

A  discussion  of  how  associations  work  to  set  policy  and  implement  member 
services  will  not  be  complete  without  discussing  the  four  key  elements  that 
guide  the  governance  and  management  of  the  association: 

1.  Gulture  and  values 

2.  Policies  and  procedures 

3.  Processes  and  practices 

4.  Pocus,  direction,  and  structure 

The  elements  provide  the  infrastructure  that  enables  the  organization  to 
operate  effectively  under  its  volunteer  and  staff  leadership.^  Table  22.4 
explains  each  of  these  elements. 


Associations  —  “Your  other  life’' 

According  to  Billy  Woodward,  “Excellent  professional  leaders  all  seem  to 
possess  an  ability  to  stay  focused  and  act  on  their  priorities  while  maintain¬ 
ing  a  balance  between  idealism  and  reality,  as  well  as  a  sense  of  the  future, 
while  dealing  with  the  challenges  of  today.  The  optimism  shown  by  such 
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Table  22.4  Elements  of  Association  Governance  and  Management 

Element  Definition  Purpose 

Culture  and  The  common  purpose,  or  set  Comprises  the  reason  for 

values  of  values,  held  by  the  which  individuals  choose 

members  and  leaders.  to  voluntarily  associate 

with  each  other. 

Policies  and  Policies  define  Guides  fhe  organization  in 

procedures  organization’s  position  on  carrying  out  its  strategic 

external  and  internal  issues;  plan,  operational  agenda, 

procedures  are  the  and  organizational 

corresponding  steps  or  decision-making, 

actions  required  to 
accomplish  a  desired 
endpoint. 

Processes  and  Processes  are  continual  Established  processes 

practices  operations,  made  up  of  a  sef  guide  the  ongoing 

of  procedures,  required  to  operations  of  the 
accomplish  a  desired  end,  organization  to  assure 
e.g.,  the  recruitment  of  smooth  transition  from 

volunteers.  Practices  are  one  leader  to  another  and 

tactics  that  often  prove  one  board  to  another, 

successful  in  similar  Practices  are  typically 

situations  to  achieve  viewed  as  industry 

common  objectives  or  goals.  standards  that  are 

commonly  accepted 
means  of  accomplishing  a 
task,  e.g.,  the  practice  of 
surveying  members  to 
identify  their  priorities 
and  preferences  for 
association  services. 
Practice  may  also  be 
unique  to  one 
organization  that  has 
provided  a  consistent, 
desired  outcome. 

Pocus,  direction.  The  culture  of  community  Help  define  and  implement 
and  that  results  from  the  the  vision,  mission,  and 

organizational  identification  and  strategic  and  operating 

structure  cultivation  or  members  and  plan, 

their  respective  needs. 


Source:  Adapted  from  Secrets  to  achieving  positive  change:  understanding  the  member- 
ship-based  organization  as  a  social  system.  Center  for  Excellence  in  Association  Leadership 
Online  Collection  (www.cealweb.com),  San  Francisco,  2001. 
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leaders  is  based  on  a  passion  they  possess  to  practice  pharmacy  to  the  best 
of  their  ability.”  Woodward  believes  this  passion  is  kindled  by  “an  unwaver¬ 
ing  lifetime  dedication  to  the  several  important  guidelines  including  stand¬ 
ing  on  principles,  engaging  in  continual  learning,  studying  heroes,  associat¬ 
ing  with  wirmers,  enjoy  the  journey  of  one’s  career,  focusing  on  ofhers  and 
passing  on  fhe  passion.”®  Associafions  provide  a  mosf  unique  opporfunify 
fo  meef  mosf,  if  nof  all,  fhese  challenges. 

One  of  fhe  goals  of  fhis  chapfer  is  fo  encourage  pharmacy  sfudenfs  fo 
consider  joining  and  becoming  acfively  involved  in  an  associafion.  The 
choices  are  numerous,  and  so  fhe  final  decision  fo  selecf  an  organizafion 
and  fhen  fo  become  acfively  involved  requires  an  assessmenf  of  one’s 
needs. 

Step  1.  Determine  your  career  and  self-development  goals.  Even  if  you  are 
unclear  abouf  whaf  direcfion  your  career  will  fake,  if  is  imporfanf  fo 
consider  whaf  opfions  you  wish  fo  pursue,  be  if  acufe  care,  long-ferm 
care,  ambulafory  care,  pharmaceutical  indusfry,  drug  information, 
research,  or  a  posfgraduafe  degree.  Some  pharmacy  organizafions 
seek  fo  represenf  pharmacisfs  in  all  such  practice  settings  whereas 
ofhers  focus  on  fhe  professional  developmenf  and  policy  or  repre- 
senfafion  needs  of  specific  groups. 

Step  2.  Identify  the  gaps  in  your  current  knowledge  of  (a)  the  profession  of 
pharmacy,  (b)  the  career  path  you  have  chosen,  and  (c)  the  skills  you  feel 
will  be  necessary  to  succeed.  Many  organizafions  provide  nof  only 
professional  pharmacy  education  buf  also  seminars  in  personal  de¬ 
velopmenf,  covering  fopics  such  as  resume  writing,  inferviewing, 
and  professional  speaking  and  wrifing.  Associafions  can  provide 
ofher  knowledge  and  skills  nof  found  in  pharmacy  curricula  and 
workplace  settings.  In  fhe  earlier  example  of  legislafive  advocacy  and 
fhe  role  of  volunfeers  in  fhe  success  of  fhese  efforfs,  organizafions 
provide  a  unique  opporfunify  for  members  fo  learn  abouf  and  impacf 
on  fhe  legislafive  and  regulafory  decisions  fhaf  will  affecf  fheir  prac¬ 
tices. 

Step  3.  Make  a  commitment  to  lifelong  learning.  Over  time,  many  of  us  move 
away  from  membership  or  involvemenf  in  professional  or  civic  vol- 
unfeer  organizafions.  The  reasons  are  numerous,  and  mighf  include 
a  perceived  lack  of  fime,  insufficienf  financial  resources,  a  perception 
or  belief  fhaf  membership  only  benefifs  fhe  active  leaders,  or  a  simple 
lack  of  inferesf.  However,  all  professionals  need  continued  learning. 
This  is  driven  in  parf  by  fhe  need  fo  mainfain  licensure  fo  continue 
praficing.  More  imporfanfly  however,  as  professionals  we  have  a 
moral  obligation  fo  mainfain  our  knowledge  of  skills  and  abilities 
beyond  fhe  minimum  legal  requiremenf  for  licensure. 
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Step  4.  Consider  what  you  would  lose  if  you  were  not  involved.  Membership 
in  a  professional  pharmacy  association  can  be  especially  rewarding 
to  those  who  take  an  active  role  in  the  organization  and  their  profes¬ 
sion.  All  members,  however,  benefit  from  the  services  offered  by  their 
professional  organization. 

The  following  is  a  list  of  features  of  membership  in  a  pharmacy  associ¬ 
ation.  The  list  is  not  meant  to  be  all-inclusive,  but  aims  rather  to  help  students 
appreciate  what  benefits  can  be  derived  from  membership  and  active 
involvement  in  a  professional  pharmacy  association: 

•  Continuing  education  programs  are  sometimes  limited  to  members  and 
are  always  available  at  discounted  prices  or  even  free  to  members. 

•  Professional  and  legislative  advocacy  efforts  are  most  successful  when 
fully  supported  by  the  membership.  For  many  people,  the  experience 
is  meaningful  and  provides  a  sense  of  professional  satisfaction  be¬ 
cause  they  and  their  colleagues  are  able  to  make  a  difference  for  the 
profession  or  for  patient  care. 

•  Official  publications,  e.g.,  newsletters,  journals,  e-mail  alerts,  newslinks, 
and  access  to  member-only  information  on  the  association’s  Web  site, 
are  features  typically  included  with  the  cost  of  membership. 

•  Recognition  of  professional  achievement  through  certification  programs 
or  award  presentations  instills  a  sense  of  accomplishment  and  pride 
in  recipients.  The  latter,  however,  is  limited  to  active  members  who 
have  made  significant  contributions  to  the  organization  and  the  pro¬ 
fession  it  represents. 

•  Networking  opportunities  abound  in  membership-based  organizations. 
Membership  databases  are  often  available  to  members.  Social  and 
education  events  provide  colleagues  the  opportunity  to  discuss  and 
share  ideas.  Many  pharmacy  professionals  who  have  achieved  sig¬ 
nificant  accomplishments  in  their  careers  are  active  members  of  an 
association.  This  active  involvement  benefits  them  in  reaching  their 
goals,  and  it  continues  to  benefit  other  members  who  can  learn  from 
them. 

•  Most  associations  advertise  job  opportunities  and  a  few  allow  members 
to  post  resumes  online.  Throughout  the  undergraduate  experience, 
one  is  exposed  to  a  number  of  career  options.  Deciding  among  these 
can  be  daunting  at  the  very  least.  However,  involvement  in  an  orga¬ 
nization,  even  as  a  student,  can  improve  understanding  of  the  various 
options  and  provide  networking  opportunities  that  are  not  apparent 
or  available  to  nonmembers.  Furthermore,  several  national  pharmacy 
associations  house  information  on  postgraduate  residencies  and  fel¬ 
lowships.  Access  to  this  information  is  afforded  to  members  for  free 
or  at  a  discounted  price.  In  fact,  the  ASHP,  the  official  accrediting 
body  for  hospital  and  health-system-based  residencies,  conducts  an 
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annual  national  match  program  for  its  accredited  residency  pro¬ 
grams.  The  American  College  of  Clinical  Pharmacy  (ACCP)  has  a 
process  for  peer  review  of  research  fellowship  fraining  programs.  The 
APhA  and  fhe  ASHP  joinfly  adminisfer  fhe  accredifafion  of  commu- 
nify  pharmacy  residency  programs. 

•  Career  advancement,  alfhough  nof  f5^ically  a  sfafed  benefif  of  mem¬ 
bership,  is  likely  one  of  fhe  mosf  beneficial  reasons  for  a  career-con¬ 
scious  member  fo  be  involved. 

•  Skill  building  is  accomplished  fhrough  acfive  involvemenf. 

•  Successful  or  enlightening  research  can  be  shared  fhrough  publication 
in  fhe  associafion’s  journal  or  fhrough  posfer  presenfafions  or  speak¬ 
ing  engagemenfs. 

In  his  1990  H.A.K.  Whifney  award  lecfure,  David  A.  Zilz  spoke  abouf 
fhe  increasing  inferdependence  in  pharmacy  among  clinicians,  infegrafed 
privafe  healfh  care  companies,  and  pharmaceufical  companies.  He  said  fhaf 
associations  and  ofher  organizations  are  offen  “creafed  fo  bond  individuals 
whose  needs  can  besf  be  mef  by  becoming  inferdependenf  for  fhe  purpose 
of  providing  purchasing  services,  research  nefworks,  informafion  supporf, 
and  ofher  acfivifies  fhaf  can  no  longer  be  carried  ouf  as  successfully  when 
fhose  individuals  acf  independenfly.”^  The  movemenf  foward  inferdepen¬ 
dence  is  driven  by  advancemenfs  in  communicafion  fechnology;  fhe  explo¬ 
sion  of  new  knowledge,  which  makes  if  difficulf  for  an  individual  fo  sfay 
currenf;  and  fhe  creafion  of  ofher  inferdependenf  sfrucfures,  e.g.,  corporafe 
mergers  fhaf  force  a  paradigm  shiff  in  how  members  of  fhe  pharmacy  com- 
munify  inferacf  wifh  one  ofher.  People  should  consider  fheir  own  abilifies 
fo  keep  pace  wifh  each  of  fhese  forces.  How  much  easier  would  if  be  fo 
obfain  and  share  informafion  from  ofhers  while  building  your  own  career 
and  pracfice  if  you  were  an  informed  member  of  a  professional  pharmacy 
association? 

Where  do  I  start? 

Table  22.5  (af  fhe  end  of  fhe  chapfer)  is  a  charf  of  nafional  pharmacy  and 
ofher  relafed  individual  member  and  frade  associations.  The  charf,  alfhough 
nof  all-inclusive,  provides  confacf  informafion,  including  addresses,  Web 
sifes,  and  phone  numbers  of  many  major  pharmacy  organizations. 

Many  of  fhe  nafional  professional  pharmacy  associations  fosfer  fhe 
developmenf  of  sfudenf  chapfers  af  colleges  of  pharmacy.  Sometimes,  fhese 
are  combined  wifh  sfafe  affiliafe  chapfers  of  fhe  nafional  association.  Mosf 
school-based  association  chapfers  offer  sfudenfs  fhe  same  privileges  as  fhose 
for  acfive  professional  members,  including  access  fo  publicafions,  Web  sife 
resources,  and  informafion  for  career  developmenf  and  posfgraduafe  pur- 
suifs. 
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State  associations  have  student  membership  categories  and  are  often  the 
parent  organization  for  fhe  school-based  chapfer.  Each  sfafe  organization  has 
chapfers  f5^ically  organized  by  geographic  location. 

Affer  you  become  a  member,  fhe  easiesf  way  fo  become  involved  is  fo 
join  a  committee  or  seek  opporfunifies  fo  make  confribufions  fhaf  are  man¬ 
ageable  and  can  be  enjoyed.  For  example,  consider  writing  a  newsletter 
article,  serving  as  a  reviewer  for  a  publication,  or  developing  a  sfudenf 
educational  session  in  conjuncfion  wifh  local  practitioners.  Attending  local 
meetings  and  inferacfing  wifh  ofher  sfudenfs  and  professionals  provides  fhe 
opporfunify  fo  markef  yourself  and  lef  ofhers  know  your  inferesfs  and 
sfrengfhs. 

In  addition  fo  local  (school-based)  chapfers,  fhe  national  associations 
have  sfudenf  sections  or  forums  designed  fo  meef  fhe  unique  needs  of 
sfudenf  members.  Secfions  are  managed  by  elecfed  or  appoinfed  sfudenf 
leaders,  providing  fhem  addifional  opporfunifies  for  personal  growfh  and 
nefworking.  Often,  fhe  nafional  association’s  House  of  Delegafes,  fhe  major 
decision-making  body,  reserves  seafs  for  sfudenf  delegafes  who  represenf 
fhe  inferesfs  of  sfudenf  members  fhroughouf  fhe  organization. 

Regardless  of  fhe  level  af  which  you  decide  fo  become  involved,  indi¬ 
vidual  members  are  responsible  for  knowing  whaf  fhey  hope  fo  achieve  by 
joining  and  musf  be  willing  fo  confribufe  fheir  time  and  falenf  fo  supporf 
fhe  organization  in  ifs  achievemenf  of  ifs  vision  and  mission.  Quofing  Tho¬ 
mas  Moore  in  his  book  Care  of  the  Soul,  William  Zellmer,  fhe  1996  recipienf 
of  fhe  H.A.K.  Whifney  Lecfure  Award,  defined  having  soul  as  having  depfh, 
value,  relafedness,  hearf,  and  personal  subsfance.  During  his  Whifney  lecfure 
he  nofed,  “The  nafure  of  our  discipline  (pharmacy)  is  fhe  sum  fofal  of  fhe 
irmer  drives  —  fhaf  is,  fhe  souls  —  of  individual  practitioners  . . .  Individually 
we  can  examine  and  adjusf  fhe  focus  of  our  own  work.  We  can  supporf  and 
encourage  our  colleagues  in  fhe  same  pursuif.  We  can  creafe  and  supporf, 
collectively,  fhrough  our  professional  organizations,  long-ferm  efforfs  fhaf 
build  fhe  soul  of  pharmacy.’’^” 

Career  opportunities 

Associations  provide  a  unique  opporfunify  fo  apply  one’s  professional  fal- 
enfs  fo  fhe  advancemenf  of  fhe  profession.  Many  sfafe  and  nafional  associ¬ 
ations  hire  professionals  in  fhe  indusfry  fhey  represenf.  These  individuals 
can  guide  fhe  successful  developmenf  and  implemenfafion  of  member  pro¬ 
grams  and  services  by  fheir  pracfical  experience  and  knowledge  of  fhe  pro¬ 
fession. 
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Applicable  staff  positions  in  associations  include  wrifers,  professional 
associafes,  educafional  specialisfs,  and  association  generalisfs.  The  lasf  posi- 
fion  is  f5^ically  in  association  managemenf,  e.g.,  CEOs.  Many  pharmacisf 
clinicians  are  hired  fo  serve  as  wrifers  and  editors  for  pharmacy  associafion 
journals.  Professional  associafes  use  fheir  pharmacy  expertise  fo  guide  policy 
making  on  professional  practice  issues  and  serve  as  liaisons  befween  mem¬ 
bers  and  ofher  professional  organizations.  Educafional  specialisfs  work  wifh 
associafion  sfaff  fo  develop  continuing  education,  cerfificafion,  and  framing 
programs  fhaf  besf  suif  fhe  needs  of  members  in  fhe  managemenf  of  fheir 
pracfice  sifes. 

Like  fhe  pharmacy  profession,  associafions  provide  experienfial  oppor- 
funifies  during  which  sfudenfs  are  exposed  various  facefs  of  fhe  organiza- 
fion.  The  ASHP  sponsors  an  8-week  rofafion  and  a  summer  internship  in 
associafion  managemenf  for  pharmacy  sfudenfs.  In  addition,  fhe  ASHP  spon¬ 
sors  a  1-year  posfgraduafe  residency  program.  Many  professional  associa¬ 
fions  for  associafion  execufives  conducf  sfudenf  mentor  and  ofher  framing 
programs  for  sfudenfs  inferesfed  in  becoming  associafion  execufives.  In  addi¬ 
tion,  fhe  ASAE  adminisfers  a  volunfary  cerfificafion  program  designed  fo 
elevate  professional  sfandards,  enhance  individual  performance,  and  desig¬ 
nate  fhose  who  demonsfrafe  knowledge  essential  fo  fhe  pracfice  of  associa¬ 
fion  managemenf. 

Sfafe-based  pharmacy  associafions  are  anofher  resource  for  informafion 
on  career  opporfunifies  in  associafion  managemenf.  Like  fheir  national  coun- 
ferparfs,  a  few  sponsor  experienfial  clerkships  for  sfudenfs  inferesfed  in 
learning  more  abouf  fhe  managemenf  of  an  associafion.  Job  opporfunifies 
are  posfed  on  many  associafion  Web  sifes,  e.g.,  fhe  ASAE  (www.asae.org) 
and  many  of  ifs  sfafe  and  local  affiliates. 


Conclusion 

Professional  associafions  provide  unique  opporfunifies  for  nefworking, 
career  advancemenf,  and  personal  skill  developmenf.  Individual  confribu- 
fions  fo  an  associafion  in  supporf  of  ifs  mission  assure  advancemenf  of  fhe 
profession.  As  pharmacisfs  we  are  obliged  fo  confribufe  fo  our  professional 
associafions  fo  assure  confinued  success  of  fhe  profession  of  pharmacy.  This 
chapfer  serves  as  a  resource  for  defermining  fhe  besf  fif  for  you  in  your 
professional  associafion  of  choice. 


420 


Managing  Pharmacy  Practice 


Table  22.5  Major  National  Pharmacy  Associations 


Academy  of  Managed  Care  Pharmacy 
(AMCP) 

100  N.  Pitt  Street 
Alexandria,  VA  22314-3134 
Phone:  (703)  683-8416 
Fax:  (703)  683-8417 
Web  site:  www.amcp.org 

American  Association  for  Homecare 
(AAHomecare) 

625  Slaters  Lane 

Alexandria,  VA  22314-1176 

Phone:  (703)  836-6263 

Fax:  (703)  836-6730 

Web  site:  www.aahomecare.org 

American  Association  of  Colleges  of 
Pharmacy  (AACP) 

1426  Prince  Sfreet 
Alexandria,  VA  22314-2815 
Phone:  (703)  739-2330 
Fax:  (703)  836-8982 
Web  site:  www.aacp.org 

American  Association  of  Pharmaceutical 
Scientists  (AAPS) 

2107  Wilson  Boulevard 
Arlington,  VA  22201 -.3042 
Phone:  (703)  243-2800 
Fax:  (703)  243-9650 

Web  site:  www.aapspharmaceutica.com 

American  Association  of  Pharmacy 
Technicians,  Inc.  (A APT) 

PO.  Box  1447 

Greensboro,  NC  27402-1447 
Phone:  (336)  275-1700 
Fax:  (336)  275-7222 

Web  site:  www.pharmacytechnician.com 

American  College  of  Apofhecaries 
(ACA) 

PO.  Box  341266 
Memphis,  TN  38184-1266 
Phone:  (901)  383-8119 
Fax:  (901)  383-8882 
Web  site:  www.acainfo.org 


American  College  of  Clinical  Pharmacy 
(ACCP) 

3101  Broadway 
Kansas  City,  MO  64111-2446 
Phone:  (816)  531-2177 
Fax:  (816)  531-4990 
Web  site:  www.accp.com 

American  Council  on  Pharmaceutical 
Education  (ACPE) 

20  N.  Clark  Street 

Chicago,  IL  60602-5109 

Phone:  (312)  664-3575 

Fax:  (312)  664-4652 

Web  site:  www.acpe-accredit.org 

American  Foundation  for 
Pharmaceufical  Education  (AFPE) 

1  Church  Street 
Rockville,  MD  20850-4184 
Phone:  (301)  738-2160 
Fax:  (301)  738-2161 
Web  site:  www.afpenet.org 

American  Health  and  Beauty  Aids 
Institute  (AHBAl) 

401  N.  Michigan  Avenue 
Chicago,  IL  60611-4245 
Phone:  (312)  644-6610 
Fax:  (312)  321-5194 
Web  site:  www.proudlady.org 

American  Pharmacist  Association 
(APhA) 

2215  Constitution  Avenue  N.W. 
Washington,  D.C.  20037-2907 
Phone:  (202)  628-4410 
Fax:  (202)  783-2351 
Web  site:  www.aphanet.org 

American  Public  Health  Association 
(APHA) 

800  1  Street  N.W. 

Washington,  D.C.  20001-3710 
Phone:  (202)  777-2742 
Fax:  (202)  777-2534 
Web  site:  www.apha.org 
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Table  22.5  Major  National  Pharmacy  Associations  (continued) 


American  Society  for  Automation  in 
Pharmacy  (ASAP) 

492  Norristown  Road 
Blue  Bell,  PA  19422-2355 
Phone:  (610)  825-7783 
Fax:  (610)  825-7641 
Web  site:  www.asapnet.org 

American  Society  for  Parenteral  & 
Enteral  Nutrition  (ASPEN) 

8630  Fenton  Street 

Silver  Spring,  MD  20910-3803 

Phone:  (301)  587-6315 

Fax:  (301)  587-2365 

Web  site:  www.nutritioncare.org 

American  Society  for  Pharmacy  Law 
(ASPL) 

1224  Centre  West  Drive 
Springfield,  IL  62704-2184 
Phone:  (217)  391-0219 
Fax:  (217)  793-0041 
Web  site:  www.aspl.org 

American  Society  of  Consultant 
Pharmacists  (ASCP) 

1321  Duke  Street 
Alexandria,  VA  22314-3563 
Phone:  (703)  739-1300 
Fax:  (703)  739-1321 
Web  site:  www.ascp.com 

American  Society  of  Health-System 
Pharmacists  (ASHP) 

7272  Wisconsin  Avenue 
Bethesda,  MD  20814-4836 
Phone:  (301)  657-3000 
Fax:  (301)  652-8278 
Web  site:  www.ashp.org 

Board  of  Pharmaceutical  Specialties 
2215  Constitution  Avenue  N.W. 
Washington,  D.C.  20037-2985 
Phone:  (202)  429-7591 
Fax:  (202)  429-6304 
Web  site:  www.bpsweb.org 


Chain  Drug  Marketing  Association,  Inc. 
(CDMA) 

PO.  Box  995 

Novi,  MI  48376-0995 

Phone:  (248)  449-9300 

Fax:  (248)  449-9396 

Web  sife:  www.chaindrug.com 

CIES  —  The  Food  Business  Forum 
7,  rue  de  Madrid 
75008  Paris,  France 
Phone:  (1)  44  69  84  84 
Fax:  (1)  44  69  99  39 
Web  sife:  www.ciesnet.com 

Consumer  Healthcare  Products 
Association  (CHPA) 

1150  Cormecticut  Avenue  N.W. 
Washington,  D.C.  20036-4104 
Phone:  (202)  429-9260 
Fax:  (202)  223-6835 
Web  site:  www.chpa-info.org 

Cosmetic,  Toiletry,  and  Fragrance 
Association  (CTFA) 

1101  17th  Street  N.W. 

Washington,  D.C.  20036-4722 
Phone:  (202)  331-1770 
Fax:  (202)  331-1969 
Web  site:  www.ctfa.org 

Drug,  Chemical  and  Allied  Trades 
Association  (DCAT) 

510  Route  130 

East  Windsor,  NJ  08520-0000 
Phone:  (609)  448-1000 
Fax:  (609)  448-1944 
Web  site:  www.dcat.org 

Food  and  Drug  Law  Institute  (FDLI) 
1000  Vermont  Avenue  N.W. 
Washington,  D.C.  20005-4913 
Phone:  (202)  371-1420 
Fax:  (202)  371-0649 
Web  site:  www.fdli.org 
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Table  22.5  Major  National  Pharmacy  Associations  (continued) 


Food  and  Nutrition  Service  (FNS) 

3101  Park  Center  Drive 
Alexandria,  VA  22302-1500 
Phone:  (703)  305-2062 
Fax:  (703)  305-2908 
Web  site:  www.fns.usda.gov 

General  Merchandise  Distributors 
Council  (GMDC) 

1275  Lake  Plaza  Drive 
Colorado  Springs,  CO  80906-3583 
Phone:  (719)  576-4260 
Fax:  (719)  576-2661 
Web  site:  www.gmdc.org 

Generic  Pharmaceutical  Association 
(GPhA) 

1620  1  Street  N.W. 

Washington,  D.C.  20006-4033 

Phone:  (202)  833-9070 

Fax:  (202)  833-9612 

Web  site:  www.genericaccess.com 

Grocery  Manufacturers  of  America,  Inc. 
(GMA) 

1010  Wisconsin  Avenue  N.W. 

Washington,  D.C.  20007-3673 

Phone:  (202)  337-9400 

Fax:  (202)  337-4508 

Web  site:  www.gmabrands.com 

Ftealth  Insurance  Association  of  America 
(HIAA) 

555  13th  Street  N.W. 

Washington,  D.C.  20004-1109 
Phone:  (202)  824-1600 
Fax:  (202)  824-1722 
Web  site:  www.hiaa.org 

Flealthcare  Distribution  Management 
Association  (HDMA) 

1821  Michael  Faraday  Drive 
Reston,  VA  20190-5342 
Phone:  (703)  787-0000 
Fax:  (703)  787-6930 

Web  site:  www.healthcaredistribution.org 


Institute  for  Safe  Medication  Practices 
(ISMP) 

1800  Byberry  Road 
Huntingdon  Valley,  PA  19006-3520 
Phone:  (215)  947-7797 
Fax:  (215)  914-1492 
Web  site:  www.ismp.org 

Institute  for  the  Advancement  of 
Community  Pharmacy  (lACP) 

9687  South  Run  Oaks  Drive 

Fairfax  Station,  VA  22039-2623 

Phone:  (703)  690-2559 

Fax:  (703)  493-9696 

Web  site:  www.advancepharmacy.org 

International  Pharmaceutical  Federation 
(FIP) 

P.O.  Box  84200 

2508  AE  The  Hague,  the  Netherlands 
Phone:  (70)  3021970 
Fax:  (70)  3021999 
Web  site:  www.fip.nl 

International  Society  for 
Pharmacoeconomic  and  Outcomes 
Research  (ISPOR) 

3100  Princeton  Pike 
Lawrenceville,  NJ  08648-2300 
Phone:  (609)  219-0773 
Fax:  (609)  219-0774 
Web  site:  www.ispor.org 

National  Association  of  Chain  Drug 
Stores  (NACDS) 

P.O.  Box  1417-D49 
Alexandria,  VA  22313-1417 
Phone:  (703)  549-3001 
Fax:  (703)  836-4869 
Web  site:  www.nacds.org 

National  Association  for  Retail 
Merchandising  Services  (NARMS) 

P.O.  Box  906 
Plover,  W1  54467-0906 
Phone:  (715)  342-0948 
Fax:  (715)  342-1943 
Web  site:  www.narms.com 
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Table  22.5  Major  National  Pharmacy  Associations  (continued) 


National  Association  of  Boards  of 
Pharmacy  (NABP) 

700  Busse  Highway 
Park  Ridge,  IL  60068-2402 
Phone:  (847)  698-6227 
Fax:  (847)  698-0124 
Web  site:  www.nabp.net 

National  Association  of 
Wholesaler-Distributors  (NAW) 

1725  K  Street  N.W. 

Washington,  D.C.  20006-1401 
Phone:  (202)  872-0885 
Fax:  (202)  785-0586 
Web  site:  www.naw.org 

National  Committee  for  Quality 
Assurance  (NCQA) 

2000  L  Street  N.W. 

Washington,  D.C.  20036-4918 
Phone:  (202)  955-3500 
Fax:  (202)  955-3599 
Web  site:  www.ncqa.org 

National  Community  Pharmacists 
Association  (NCPA) 

205  Daingerfield  Road 
Alexandria,  VA  22314-2833 
Phone:  (703)  683-8200 
Fax:  (703)  683-3619 
Web  site:  www.ncpanet.org 

National  Conference  of  Pharmaceutical 
Organizations  (NCPO) 
c/o  Healthcare  Distribution 
Management  Association  (HDMA) 
Reston,  VA  20190-5348 
Phone:  (703)  787-0000 
Fax:  (703)  787-6930 
Web  site:  www.nacds.org 

National  Council  for  Prescription  Drug 
Programs  (NCPDP) 

9240  E.  Raintree  Drive 
Scottsdale,  AZ  85260-7518 
Phone:  (480)  477-1000 
Fax:  (480)  767-1042 
Web  site:  www.ncpdp.org 


National  Council  of  State  Pharmacy 
Association  Executives  (NCSPAE) 
c/o  Iowa  Pharmacy  Association 
Des  Moines,  lA  50322-2900 
Phone:  (515)  270-0713 
Fax:  (515)  270-2979 
Web  site:  www.ncspae.org 

National  Council  on  Patient  Information 
and  Education  (NCPIE) 

4915  Saint  Elmo  Avenue 

Bethesda,  MD  20814-6082 

Phone:  (301)  656-8565 

Fax:  (301)  656-4464 

Web  site:  www.talkaboutrx.org 

The  National  Council  on  the  Aging 
(NCOA) 

409  Third  Street  S.W. 

Washington,  D.C.  20024-3212 
Phone:  (202)  479-1200 
Fax:  (202)  479-0735 
Web  site:  www.ncoa.org 

National  Institute  for  Pharmacist  Care 
Outcomes  (NIPCO) 

205  Daingerfield  Road 

Alexandria,  VA  22314-2833 

Phone:  (703)  683-8200 

Fax:  (703)  683-3619 

Web  site:  http://www.ncpanet.org/ 

NIPCO/  nipintro.html 

National  Institute  for  Standards  in 
Pharmacist  Credentialing  (NISPC) 

205  Daingerfield  Road 
Alexandria,  VA  22314-2833 
Phone:  (703)  299-8790 
Fax:  (703)  683-3619 
Web  site:  www.nispcnet.org 

National  Pharmaceutical  Association 
(NPhA) 

The  Courtyards  Office  Complex 
Cary,  NC  27511-4434 
Phone:  (800)  944-6742 
Fax:  (919)  469-5870 
Web  site:  www.npha.net 
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Table  22.5  Major  National  Pharmacy  Associations  (continued) 


National  Pharmaceutical  Coimcil,  Inc. 
(NPC) 

1894  Preston  White  Drive 
Reston,  VA  20191-5433 
Phone:  (703)  620-6390 
Fax:  (703)  476-0904 
Web  site:  www.npcnow.org 

The  National  Quality  Forum  (NQF) 
601  13th  Street  N.W. 

Washington,  D.C.  20005-6708 

Phone:  (202)  783-1300 

Fax:  (202)  783-3434 

Web  site:  www.qualityforum.org 

National  Retail  Federation  (NRF) 
Liberty  Place 

Washington,  D.C.  20004-2808 
Phone:  (202)  783-7971 
Fax:  (202)  737-2849 
Web  site:  www.nrf.com 

Parenteral  Drug  Association  (PDA) 
7500  Old  Georgetown  Road 
Bethesda,  MD  20814-6133 
Phone:  (301)  986-0293 
Fax:  (301)  986-0296 
Web  site:  www.pda.org 

Pharmaceutical  Care  Management 
Association  (PCMA) 

2300  9th  Street  S. 

Arlington,  VA  22204-2320 
Phone:  (703)  920-8480 
Fax:  (703)  920-8491 
Web  site:  www.pcmanet.org 


Pharmaceutical  Research  and 
Manufacturers  of  America  (PhRMA) 
1100  15th  Street  N.W. 

Washington,  D.C.  20005-1763 
Phone:  (202)  835-3420 
Fax:  (202)  835-3400 
Web  site:  www.phrma.org 


Private  Label  Manufacturers  Association 
(PLMA) 

369  Lexington  Avenue 
New  York,  NY  10017-6506 
Phone:  (212)  972-3131 
Fax:  (212)  983-1382 
Web  site:  www.plma.com 


United  States  Pharmacopeia  (USP) 
12601  Twinbrook  Parkway 
Rockville,  MD  20852-1717 
Phone:  (301)  881-0666 
Fax:  (301)  816-8525 
Web  site:  www.usp.org 


Western  Association  of  Food  Chains 
(WAFC) 

825  Colorado  Boulevard 
Los  Angeles,  CA  90041-1714 
Phone:  (323)  254-7279 
Fax:  (323)  254-6032 
Web  site:  www.wafc.com 
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Introduction 

A  corporate  compliance  program  is  a  wide-ranging  strategy  for  organiza¬ 
tions  that  is  designed  to  facilitate  compliance  with  regulations  pertaining  to 
its  business  activities.  The  Office  of  fhe  Inspecfor  General  (OIG),  parf  of  fhe 
Deparfmenf  of  Healfh  and  Human  Services,  defines  a  corporafe  compliance 
program  —  as  if  perfains  fo  healfh  care  providers  —  as  “effecfive  infernal 
confrols  fhaf  promofe  adherence  fo  applicable  federal  and  sfafe  laws,  and 
fhe  program  requiremenfs  of  federal,  sfafe,  and  privafe  healfh  plans.’’^  An 
effecfive  corporafe  compliance  plan  is  furfher  defined  by  fhe  govemmenf  as 
one  “fhaf  has  been  reasonably  designed,  implemenfed,  and  enforced  so  fhaf 
if  generally  will  be  effecfive  in  prevenfing  and  defecfing  criminal  conducf.”^ 

There  are  many  reasons  behind  fhe  increased  inferesf  in  esfablishing  and 
implemenfing  corporafe  compliance  programs  in  healfh  care.  During  fhe 
Glinfon  presidency,  fhe  govemmenf  sfepped  up  fhe  invesfigafion  and  pros- 
ecufion  of  healfh  care  fraud  and  abuse,  making  if  fhe  governmenf’s  second 
highesf  priorify  (behind  violenf  crime)  as  a  law  enforcemenf  priorify.^  Fund¬ 
ing  and  persormel  for  invesfigafing  healfh  care  violafions  were  increased 
under  fhe  Healfh  Insurance  Porfabilify  and  Accounfabilify  Acf  (HIPAA)  of 
1996.'*  Befween  1992  and  1999,  fhe  number  of  healfh  care  fraud  cases  filed 
by  fhe  govemmenf  increased  from  83  fo  506,  and  fhe  number  of  convictions 
increased  from  59  fo  263.®  Addifionally,  sefflemenfs  befween  fhe  govemmenf 
and  fhe  accused  corporafion  frequenfly  exceed  $50  million,  and  reached  $875 
million  in  one  case.*’  Alfhough  if  is  unclear  whefher  fufure  adminisfrafions 
will  continue  fo  pursue  healfh  care  fraud  fo  fhe  exfenf  fhaf  fhe  Glinfon 
adminisfrafion  did,  fhere  is  a  growing  concern  among  healfh  care  providers 
fhaf  fhey  mighf  become  fhe  subjecf  of  a  fraud  and  abuse  invesfigafion. 

Addifionally,  fhe  number  of  privafe  qui  fam  lawsuifs  filed  againsf  cor¬ 
porations  has  increased  over  fhe  lasf  10  fo  15  years.  A  qui  fam  lawsuif  is  a 
suif  filed  by  an  individual  on  behalf  of  fhe  govemmenf  in  an  affempf  fo 
recover  penalfies  under  fhe  False  Glaims  Acf.  These  suifs  are  offen  filed  by 
competitors,  disgrunfled  employees,  or  former  employees  aware  of  federal 
healfh  program  violafions;  fhe  people  who  bring  fhese  lawsuifs  are  offen 
referred  fo  as  whisfleblowers.  On  reviewing  fhe  suif,  fhe  govemmenf  decides 
eifher  fo  proceed  wifh  fhe  action  (by  faking  over  fhe  suif  and  becoming 
responsible  for  ifs  prosecution)  or  declines  fo  fake  acfion.  Even  if  fhe  gov¬ 
emmenf  declines  fo  fake  acfion,  whisfleblowers  refain  fhe  righf  fo  proceed 
wifh  fhe  suif  on  fheir  own.  Depending  on  fhe  level  of  govemmenf  involve- 
menf  in  fhe  lawsuif,  whisfleblowers  can  receive  befween  15  and  30%  of  fhe 
sefflemenf  in  addition  fo  reasonable  expenses  and  attorney  fees.^  These 
potential  financial  incentives  sfrongly  enfice  whisfleblowers  fo  reporf  fraud. 

The  large  financial  sefflemenfs  agreed  fo  by  corporafions  in  order  fo 
settle  fraud  and  abuse  lawsuifs  help  illusfrafe  one  of  fhe  many  incenfives 
for  healfh  care  corporafions  fo  develop  corporafe  compliance  programs.  This 
chapter  reviews  several  sfafufes  fhaf  are  frequenfly  cifed  in  fraud  and  abuse 
cases,  reviews  fhe  penalfies  for  noncompliance  wifh  federal  healfh  care  reg- 
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ulations,  presents  the  seven  steps  to  developing  an  effective  corporate  com¬ 
pliance  program,  presents  case  reviews  of  noncompliance  wifh  federal  healfh 
care  regulations,  reviews  fhe  benefifs  of  an  effective  corporafe  compliance 
program,  and  examines  ways  in  which  corporafe  compliance  programs  affecf 
pharmacy  and  pharmacisfs. 

Sources  of  regulation 

Mosf  of  fhe  recenf  regulafory  enforcemenf  acfivify  by  fhe  governmenf  per- 
faining  fo  healfh  care  has  focused  on  violafions  of  fhe  False  Claims  Sfafufes, 
fhe  Prescription  Drug  Markefing  Acf,  or  fhe  Anfi-kickback  Sfafufe. 

False  Claims  Statutes 

The  False  Claims  Sfafufes  were  designed  fo  prevenf  fhe  governmenf  from 
paying  for  goods  or  services  fhaf  were  eifher  nof  provided  or  nof  provided 
in  compliance  wifh  governmenf  regulafions.  Federal  and  sfafe  False  Claims 
Sfafufes  make  if  a  felony  fo: 

Knowingly  present,  or  cause  to  be  presented,  to  the  Government  ...a 
false  or  fraudulent  claim  for  payment  or  approval;  knowingly  make,  use, 
or  cause  to  be  made  or  used,  a  false  record  or  statement  to  get  a  false  or 
fraudulent  claim  paid  or  approved  by  the  Government;  or  conspire  to 
defraud  the  government  by  getting  a  false  or  fraudulent  claim  allowed 
or  paid.^ 

Specific  proof  of  infenf  is  nof  required;  in  fhe  acf,  “knowingly”  is  defined  as 
having  acfual  knowledge  of  fhe  informafion  or  acfing  in  deliberafe  ignorance 
or  reckless  disregard  of  fhe  veracify  of  fhe  informafion.  Issues  such  as  pro¬ 
vider  charges  or  claims  for  unreasonable  cosfs;  services  nof  rendered;  ser¬ 
vices  provided  by  unlicensed  or  unapproved  personnel;  excessive  or  urmec- 
essary  care;  and  services  nof  in  compliance  wifh  Medicare  and  Medicaid 
regulafions,  cosf  reporfs,  or  ofher  requiremenfs  are  all  specifically  addressed 
by  fhese  laws.® 

The  Prescription  Drug  Marketing  Act 

The  Prescription  Drug  Markefing  Acf  (PDMA)  is  an  amendmenf  fo  fhe 
Federal  Food,  Drug,  and  Cosmetic  Acf,  fhe  chief  food  and  drug  law  of  fhe 
U.S.  The  PDMA  was  esfablished  fo  limif  fhe  fhreaf  fo  public  healfh  posed 
by  prescription  drug  diversion  and  counferfeifing.  The  acf  specifically  pro- 
hibifs  fhe  following  acfs:  reimporfafion  of  U.S. -produced  prescripfion  drugs 
by  persons  ofher  fhan  fhe  manufacfurer  (excepf  when  aufhorized  by  fhe 
secrefary  of  Healfh  and  Human  Services  for  emergency  use);  sale,  purchase, 
or  frade  of  drug  samples  or  drug  coupons;  counferfeifing  of  drug  coupons; 
resale  of  prescripfion  drugs  by  hospifals,  healfh  care  enfifies,  or  charifable 
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organizations  (excluding  group-purchasing  organizations);  distribution  of 
drug  samples  (except  as  provided  in  the  act);  and  distribution  of  prescription 
drugs  in  infersfafe  commerce  wifhouf  a  sfafe  wholesaler’s  licensed^ 

The  Anti-kickback  Statute  and  safe  harbors 

In  1972,  Congress  enacfed  fhe  Medicare  and  Medicaid  Anfi-kickback  Clause 
as  parf  of  fhe  Social  Securify  Amendmenfs  Acf.  This  law  was  designed  fo 
shield  pafienfs  and  federal  healfh  care  programs  from  fraud  and  abuse  by 
“curfailing  fhe  corrupting  influence  of  money  on  healfh  care  decisions.”ii 
The  Anfi-kickback  Sfafufe  makes  if  illegal,  among  ofher  fhings,  fo  solicif  or 
receive: 

Any  remuneration  (including  any  kickback,  bribe,  or  rebate),  directly  or 
indirectly,  overtly  or  covertly,  in  cash  or  in  kind  to  any  person  in  return 
for  referring  an  individual  to  a  person  for  the  furnishing,  or  arranging 
for  the  furnishing,  of  any  item  or  service  for  which  payment  may  be 
made  in  whole  or  in  part  under  a  Federal  health  care  programA 

Ofher  componenfs  of  fhe  Anfi-kickback  Sfafufe  address  fhe  purchasing,  leas¬ 
ing,  or  ordering  of  goods,  facilifies,  or  services.  Many  sfafes  have  enacfed 
sfafufes  fhaf  exfend  fhese  laws  fo  non-Federal  programs. 

The  ferm  remuneration  simply  means  paymenf  or  compensation.  Courf 
decisions  addressing  fhe  Anfi-kickback  Sfafufe  have  inferprefed  remunera¬ 
tion  broadly;  fhree  cases  provide  guidance.  In  fhe  1985  case  United  States  v. 
Greber,  fhe  courf  found  fhaf  if  any  porfion  of  remunerafion  was  infended  fo 
induce  fhe  referral  of  business,  fhe  Anfi-kickback  Sfafufe  would  be  violafed.^'^ 
This  was  followed  by  fhe  United  States  v.  Bay  State  Ambulance  ruling  in  1989, 
which  resulfed  in  an  overall  view  fhaf  when  anyone  wifh  fhe  abilify  fo 
provide  federal  healfh  program  revenues  fo  a  second  parfy  receives  some- 
fhing  of  economic  value  in  refum  for  a  referral,  bofh  parties  will  be  respon¬ 
sible  for  fhe  liabilities  resulfing  from  fhe  violafion.^s.ie  State  ruling 

was  weakened  by  fhe  decision  in  Hanlester  Network  v.  Shalala  in  1995,  where 
fhe  courf  ruled  fhaf  fhe  governmenf  musf  prove  fhaf  a  defendanf  knowingly 
and  willfully  engaged  in  prohibifed  conducf  wifh  fhe  specific  infenf  of  vio¬ 
lating  fhe  Anfi-kickback  Sfafufe. Thus,  violafions  of  fhe  Anfi-kickback  Sfaf¬ 
ufe  are  more  challenging  for  fhe  governmenf  fo  prosecufe  fhan  violafions  of 
fhe  False  Claims  Acf. 

The  Anfi-kickback  Sfafufe  confains  four  common  sense  exempfions  fhaf 
prevenf  fhe  subjecfs  from  being  subjecf  fo  criminal  or  civil  prosecution. 
Discounfs  or  reductions  in  price  obfained  by  providers  of  services  are  per¬ 
mitted,  so  long  as  fhey  are  properly  disclosed  in  fhe  cosfs  claimed  or  charges 
made  by  fhe  provider.  Compensafion  paid  by  employers  fo  legifimafe 
employees  is  exempf  (so  long  as  fhe  paymenfs  are  nof  made  fo  induce 
referrals),  as  is  fhe  adminisfrafive  fee  charged  by  group-purchasing  organi- 
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zations.  The  statute  also  allows  the  waiving  of  Medicare  Part  B  coinsurance 
payments  in  connection  with  specific  federally  qualified  healfh  cenfers. 

Additionally  fhe  sfafufe  exempfs  any  practice  recognized  as  a  regulatory 
safe  harbor.  Creafed  by  fhe  Deparfmenf  of  Healfh  and  Human  Services 
(DHHS)  in  1987,  fhe  safe  harbor  regulations  identify  cerfain  paymenf  and 
business  pracfices  fhaf  are  allowed  wifhouf  fhe  parties  being  subjecf  fo 
prosecufion.  There  are  currenfly  22  federally  recognized  safe  harbors  (Table 
23.1).  To  be  protected  from  prosecufion  under  fhe  Anti -kickback  Sfafufe,  an 
arrangemenf  musf  meef  all  fhe  elemenfs  of  a  safe  harbor  regulation.  How¬ 
ever,  failure  fo  fully  comply  wifh  a  safe  harbor  regulafion  does  nof  neces¬ 
sarily  mean  fhaf  fhe  acfion  is  per  se  illegal.  The  OIG  has  sfafed  fhaf  if  will 
use  prosecuforial  discretion  when  determining  whefher  fo  pursue  a  case.^* 
Those  who  are  unsure  whefher  fheir  particular  arrangemenf  qualifies  for 
safe  harbor  profecfion  can  confacf  fhe  OIG  and  requesf  an  advisory  opinion. 

Consequences  of  noncompliance  with  federal  health  care 
regulations 

Following  fhe  discovery  of  noncompliance  wifh  federal  healfh  care  regula- 
fions,  fhe  Deparfmenf  of  Justice  and  fhe  OIG  consider  fhe  seriousness  of  fhe 


Table  23.1  Regulatory  Safe  Harbors  Exempt  from  Anti-kickback  Statutes 

•  Investments  in  large,  publicly  held  health  care  companies 

•  Investments  in  small  health  care  joint  ventures 

•  Space  rental  and  equipment  rental 

•  Personal  services  and  management  contracts 

•  Sales  of  retiring  physicians’  practices  to  other  physicians 

•  Referral  services 

•  Warranties 

•  Discounts 

•  Employee  compensation 

•  Group-purchasing  organizations 

•  Waivers  of  Medicare  Part  A  inpatient  cost-sharing  amounts 

•  Increased  coverage,  reduced  cost-sharing  amounts,  or  reduced  premium  amounts 
offered  by  health  plans  to  beneficiaries 

•  Price  reductions  offered  to  health  plans  by  providers 

•  Investments  in  underserved  areas 

•  Practitioner  recruitment  in  underserved  areas 

•  Obstetrical  malpractice  insurance  subsidies  for  underserved  areas 

•  Sales  of  practices  to  hospitals  in  underserved  areas 

•  Investments  in  ambulatory  surgical  centers 

•  Investments  in  group  practices 

•  Referral  arrangements  for  specialty  services 

•  Cooperative  hospital  service  organizations 

•  Ambulance  restocking  arrangements 
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violations  and  the  culpability  of  the  organization  when  determining  the  level 
of  sanctions,  penalties,  and  exclusions  fhaf  will  be  imposed. 

The  governmenf  can  seek  mulfiple  penalfies  againsf  healfh  care  organi¬ 
zations  found  fo  be  noncomplianf.  Violations  of  fhe  False  Claims  Acf  can 
resulf  in  a  penally  of  $5,500  fo  $11,000  per  claim,  plus  up  fo  fhree  times  fhe 
amounf  of  damages  fhe  governmenf  susfains.®  Consider  fhe  average  number 
of  claims  fhe  fypical  physician  or  pharmacisf  makes  yearly  Violations  of  fhe 
False  Claims  Acf  can,  and  have,  quickly  added  up  fo  millions  of  dollars. 
Furfher,  fhe  effecf  of  fhe  fine  on  fhe  financial  viabilify  of  fhe  company  has 
nof  been  a  significanf  concern  of  fhe  governmenf.^°  The  governmenf  also 
refains  fhe  righf  fo  bring  criminal  charges  againsf  fhe  executives  of  a  com¬ 
pany  accused  of  wrongdoing. 

Violations  of  fhe  PDMA  are  felonies  punishable  by  a  fine  up  fo  $250,000 
or  a  10-year  prison  senfence,  or  bofh.  Manufacfurers  can  face  escalafing  fines 
of  up  fo  $1  million  per  convicfion  if  fheir  represenfafives  have  received  fhree 
or  more  convictions  for  illegally  selling  or  frading  drug  samples  wifhin  any 
10-year  period. 

Each  violation  of  fhe  Anfi-kickback  Sfafufe  carries  fhe  pofenfial  for  a 
$25,000  criminal  fine,  a  civil  fine,  or  up  fo  5  years  imprisonmenf,  or  all  of 
fhese.^^  The  courf  may  also  impose  repaymenf  of  fhe  amounf  of  losses  sus- 
fained  by  fhe  governmenf.  Additionally,  exclusion  from  participation  in  all 
Medicare  and  Medicaid  programs  is  required  for  individuals  or  corporations 
convicfed  of  violating  fhe  Anfi-kickback  Sfafufe. 

In  addition  fo  fhe  monefary  sefflemenfs,  fhe  OIG  offen  imposes  corporafe 
infegrify  agreemenfs  on  healfh  care  providers  as  parf  of  a  healfh  care  fraud 
invesfigafion  sefflemenf.  Through  fhese  agreemenfs,  fhe  governmenf  imple- 
menfs  ifs  own  compliance  programs  wifh  companies  alleged  fo  have  violafed 
fraud  and  abuse  laws.^^  These  compliance  measures  help  ensure  fhe  infegrify 
of  federal  healfh  care  program  claims  submitted  by  fhe  provider.  The  more 
comprehensive  infegrify  agreemenfs  include  fhe  following  requiremenfs: 
hiring  a  compliance  officer  or  appoinfmenf  of  a  compliance  committee, 
developing  written  sfandards  and  policies,  implemenfafion  of  a  comprehen¬ 
sive  employee  framing  program,  audifing  billings  fo  federal  healfh  care 
programs,  esfablishing  a  confidential  disclosure  program,  resfricfing 
employmenf  of  ineligible  persons,  and  submitting  a  variefy  of  reporfs  fo  fhe 
OIG.^'^  Each  corporafe  infegrify  agreemenf  is  designed  fo  address  and  sub- 
sequenfly  correcf  fhe  specific  acfivifies  in  violafion  of  federal  regulations, 
and  is  designed  fo  meef  fhe  capabilifies  of  fhe  provider.  The  f5q)ical  ferm  of 
a  comprehensive  corporafe  infegrify  agreemenf  is  3  fo  5  years. 

The  OIG  musf  exclude  any  person  or  corporation  convicfed  of  a  felony 
relating  fo  healfh  care  fraud  from  fhe  Medicare  program.®  The  law  mandafes 
minimum  periods  of  exclusion  from  1  fo  3  years,  depending  on  fhe  basis  for 
exclusion.  Eor  many  corporafions,  if  is  fhis  debarmenf  from  federal  programs 
(more  so  fhan  any  criminal  fine)  fhaf  causes  fhe  mosf  fear,  as  fhe  loss  of 
Medicare  and  Medicaid  pafienfs  could  ulfimafely  cause  fhe  business  fo  fail. 
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A  provider  can  usually  avoid  conviction  and  debarment  from  federal  healfh 
care  programs  by  reaching  a  financial  sefflemenf  wifh  OIG  and  enfering  info 
a  corporafe  infegrify  agreemenf  wifh  fhe  governmenf. 

Lasfly,  fhe  damage  susfained  fo  a  company’s  repufafion  is  immeasurable. 
An  example  is  fhe  case  of  National  Medical  Enferprises  (NME),  a  mulfisfafe 
for-profif  healfhcare  sysfem.  In  1994,  NME  paid  $379  million  in  fines,  pen- 
alfies,  and  damages  for  alleged  Medicare  billing  violafions.  Negative  pub- 
licify  generafed  from  fhe  sefflemenf  decreased  NME’s  markef  value  and 
made  if  a  less  attractive  parfner  for  a  merger  during  a  time  of  rapid  consol¬ 
idation  in  fhe  hospifal  indusfry^*’ 

Corporate  compliance  programs 

The  OIG  has  provided  final  compliance  program  guidance  fo  nine  segmenfs 
of  fhe  healfh  care  indusfry,  including  hospifals,  clinical  laboratories,  and 
home  healfh  agencies.  The  purpose  of  fhe  compliance  program  guidance  is 
fo  “assisf  fhe  organizafion  ...  in  developing  effecfive  infernal  confrols  fhaf 
promofe  adherence  fo  applicable  federal  and  sfafe  law,  and  fhe  program 
requiremenfs  of  federal,  sfafe,  and  private  healfh  plans.”^  The  documenfs 
emphasize  fhe  benefifs  of  esfablishing  a  volunfary  compliance  program  and 
review  fhe  elemenfs  found  in  effecfive  compliance  programs  (ouflined  later). 
Alfhough  fhe  OIG  has  nof  developed  any  program  guidance  for  esfablishing 
compliance  programs  for  pharmacies,  if  has  fargefed  hospifal  oufpafienf 
pharmacies  as  an  area  for  fufure  review. 


Establishing  voluntary  corporate  compliance  programs 

There  are  seven  basic  steps  fo  designing  and  implemenfing  an  effecfive 
volunfary  corporafe  compliance  program  (Table  23.2).  These  steps  are 
designed  fo  ensure  fhaf  precaufions  are  faken  fo  prevenf  or  minimize  fhe 
impacf  of  fraud  and  abuse  on  fhe  organizafion  as  a  whole.  To  be  successful, 
fhe  organizafion  musf  provide  fhe  necessary  fime  and  resources  fo  properly 
design,  implemenf,  and  monifor  each  of  fhe  following  seven  steps. 


Table  23.2  Seven  Steps  to  an  Effective  Voluntary  Compliance  Program 

•  Designate  a  chief  compliance  officer  and  a  corporate  compliance  committee 

•  Write  standard  policies  and  procedures 

•  Educate  and  train  affected  employees 

•  Develop  effective  lines  of  communication  to  receive  reports  of  suspected  violations 

•  Develop  an  auditing  process  to  monitor  compliance 

•  Ensure  consistent  enforcement  and  discipline 

•  Investigate  and  remediate  identified  problems 
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Designate  a  chief  compliance  officer  and  a  corporate  compliance 
committee 

The  first  step  in  developing  a  compliance  program  is  to  designate  a  chief 
compliance  officer  to  serve  as  the  focal  point  for  compliance  activities.  The 
chief  compliance  officer  is  responsible  for  developing,  implementing,  and 
monitoring  the  corporate  compliance  program,  and  also  for  making  periodic 
revisions  to  the  compliance  program  based  on  the  organizations’  needs  and 
in  respect  to  changes  in  federal  law.  Another  key  responsibility  of  the  chief 
compliance  officer  is  to  ensure  the  development  of  training  programs  and 
that  employees  and  independent  contractors  have  been  made  aware  of  the 
requirements  of  the  organization’s  compliance  program. 

Chief  compliance  officers  should  be  familiar  with  reimbursement  issues 
and  the  laws  regarding  corporate  compliance;  experience  in  areas  such  as 
quality  assurance  and  risk  assessment  is  also  helpful.  One  of  the  key 
attributes  of  chief  compliance  officers  is  their  independence.  For  this  reason, 
the  OIG  recommends  that  the  chief  compliance  officer  be  someone  other 
than  the  company’s  general  counsel  or  chief  financial  officer  in  order  to 
establish  a  system  of  checks  and  balances. 

In  addition,  a  corporate  compliance  committee  should  be  formed  to  work 
with  the  chief  compliance  officer  on  all  compliance  activities.  The  corporate 
compliance  committee  should  be  composed  of  people  from  all  of  the  key 
operating  units  in  the  organization,  including  finance,  billing  and  coding, 
auditing,  medical  staff,  nursing  staff,  pharmacy  staff,  legal,  and  human 
resources.  The  corporate  compliance  committee  should  meet  on  a  regularly 
scheduled  basis;  the  committee  can  meet  more  frequently  when  violations 
are  detected,  federal  regulations  are  changed,  or  if  the  organization  has 
become  the  target  of  a  fraud  and  abuse  investigation. 

Write  standard  policies  and  procedures 

Under  the  direction  of  the  chief  compliance  officer  and  the  corporate  com¬ 
pliance  committee,  each  organization  should  develop  written  compliance 
policies  that  pertain  to  the  organization’s  practices  that  may  be  at  risk  for 
noncompliance.  The  policy  should  clearly  delineate  the  organization’s  com¬ 
mitment  to  comply  with  all  federal  and  state  standards,  with  an  emphasis 
on  preventing  fraud  and  abuse.  The  compliance  plan  should  address,  at  a 
minimum,  the  False  Claims  Act,  the  Anti-kickback  Statutes,  physician 
self-referral  laws,  and  laws  regarding  bribery  and  improper  gifts.  Once  the 
plan  is  developed,  it  should  be  reviewed  and  approved  by  the  organization’s 
board  of  directors. 

The  practices  relevant  to  pharmacy  include  billing  for  items  or  services 
not  actually  rendered,  duplicate  billing,  false  cost  reports,  and  acceptance  of 
gifts  by  employees.  Policies  about  appropriate  pharmacy  billing  practices 
and  acceptance  of  gifts  from  manufacturers  should  be  developed  and  com¬ 
municated  to  all  affected  employees,  including  nurses,  billing  clerks,  phar¬ 
macists,  and  finance  department  officials. 
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Pharmacists  should  be  aware  of  the  extent  to  which  only  a  few  violations 
can  put  the  entire  institution  at  significant  risk  for  charges  of  fraud  and 
abuse.  For  example.  Medicare  requires  documentation  that  medications  that 
are  billed  for  are  actually  administered  to  patients.  Medicare  t5q)ically  makes 
payments  based  on  the  bill  submitted  by  the  institution  and  relies  on  the 
integrity  and  accuracy  of  the  hospital  billing  system.  Hospitals  that  bill  for 
medications  based  on  pharmacy  dispensing  records  are  at  greater  risk  for 
noncompliance.^®  This  risk  exists  because  of  the  potential  for  inaccurate 
documentation  by  nurses,  inaccurate  crediting  of  unadministered  (or  bor¬ 
rowed)  medications,  and  wasted  medications  charged  to  the  patient. 
Although  Medicare  does  not  withhold  payment  because  of  lack  of  documen¬ 
tation,  it  requires  settlement  if  a  pattern  of  overbilling  is  detected  during  an 
audit.  Pharmacy  departments  should  monitor  the  accuracy  of  patient  billing 
records  to  assure  that  unintentional  overbilling  does  not  occur. 

Educate  and  train  affected  employees 

Once  compliance  standards  have  been  established  by  the  corporate  compli¬ 
ance  committee,  the  committee  must  work  to  develop  education  and  training 
programs  to  ensure  that  employees  are  made  aware  of  any  new  policies  and 
procedures.  It  is  probably  in  the  best  interest  of  the  institution  to  educate  all 
employees  about  the  broad  compliance  program,  along  with  instructions  to 
report  all  violations  to  the  chief  compliance  officer.  Employees  whose  respon¬ 
sibilities  include  areas  that  can  cause  the  most  problems  with  compliance 
(such  as  billing  and  coding  persormel)  should  undergo  a  more  intensive 
training  program  regarding  the  standards  that  apply  to  their  position.  Lack 
of  knowledge  of  a  process  or  policy  is  not  an  acceptable  argument  against 
sanctioning. 

Corporate  compliance  officers  and  managers  depend  on  all  employees 
to  report  any  potential  for  fraudulent  practice.  For  example,  employees 
might  not  be  in  a  position  to  commit  fraud  directly,  but  in  the  course  of  their 
job,  might  become  aware  of  a  violation  occurring  elsewhere  in  the  organi¬ 
zation.  With  their  knowledge  of  good  corporate  compliance  practices,  they 
can  alert  the  chief  compliance  officer. 

Develop  effective  lines  of  communication  to  receive  reports  of  suspected 
violations 

The  ability  of  the  compliance  officer  to  receive  complaints  from  employees 
is  vital  to  an  effective  compliance  program.  An  effective  reporting  system 
alerts  the  corporate  compliance  committee  to  violations  before  the  gov¬ 
ernment  discovers  them  or  they  become  the  subject  of  a  qui  tarn  lawsuit. 
Any  employee  who  recognizes  the  possible  occurrence  of  fraud  and  abuse 
should  have  a  means  of  reporting  the  violation  without  fear  of  repercus¬ 
sions.  To  facilitate  this,  written  confidentiality  and  nonretaliation  policies 
should  be  developed  and  distributed  to  all  employees.  To  enable  the 
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reporting  of  suspected  violations,  an  employee  should  be  able  to  lodge  a 
complaint  in  several  ways,  including  an  anonymous  voice-mail  box,  a 
suggestion  box,  via  e-mail,  and  even  a  meeting  with  the  chief  compliance 
officer.  The  compliance  officer  or  a  designee  should  document  the  receipt 
of  the  complaint  and  note  any  response  made  by  the  organization  in  regard 
to  the  complaint. 

Develop  an  auditing  process  to  monitor  compliance 

To  ensure  that  the  compliance  program  is  effective  in  deterring  fraud  and 
abuse,  the  corporate  compliance  committee  should  periodically  audit  records 
and  documents  that  could  subject  the  organization  to  criminal  or  civil  lia¬ 
bility.  The  audit  should  include  a  review  of  employment  agreements,  agree¬ 
ments  with  physicians  or  other  potential  referral  sources,  third-party 
arrangements,  marketing  materials,  and  nonemployee  consultant  arrange¬ 
ments.®  The  organization  can  either  delegate  this  task  to  internal  employees 
familiar  with  the  systems  being  audited  or  hire  an  outside  legal  firm  familiar 
with  health  care  audits.  The  OIG  also  recommends  that  the  program  itself 
be  reviewed  at  least  armually  to  ensure  that  all  elements  are  being  met. 

Ensure  consistent  enforcement  and  discipline 

An  effective  compliance  program  should  include  a  policy  statement  explain¬ 
ing  the  disciplinary  actions  that  will  be  taken  against  individuals  found  to 
violate  the  organization’s  corporate  compliance  plan.  Appropriate  enforce¬ 
ment  of  disciplinary  action  is  essential  against  individuals  found  committing 
an  offense.  The  OIG  suggests  that  sanctions  should  be  significant  enough  to 
punish  the  offender  and  discourage  others  from  following  in  their  foot¬ 
steps. Employees  found  to  be  intentionally  or  recklessly  noncompliant 
should  face  the  most  significant  sanctions,  up  to  and  including  financial 
penalties  and  termination.  Furthermore,  the  consequences  of  noncompliance 
should  be  incorporated  into  the  compliance  training  program  and  consis¬ 
tently  enforced  when  an  offense  is  identified. 

Investigate  and  remediate  identified  problems 

If  problems  are  detected,  the  chief  compliance  officer  and  the  corporate 
compliance  committee  are  responsible  for  ensuring  there  is  a  full  investiga¬ 
tion  of  the  source  and  causes  of  the  problem.  Detected  but  uncorrected 
problems  leave  the  organization  in  a  terrible  situation:  the  government  can 
contend  that  the  organization  knew  that  it  was  in  violation  and  chose  to  do 
nothing  about  it.  The  sanctions  imposed  by  the  federal  government  tend  to 
be  stiffest  in  these  cases.  Therefore,  particular  attention  should  be  spent  on 
resolving  issues  for  which  past  violations  have  been  detected. 

A  component  to  this  process  might  be  the  use  of  outside  legal  counsel 
or  auditors  to  assist  with  the  investigation.  The  investigation  might  include 
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review  of  appropriate  records  and  interviews  with  employees.  Meticulous 
records  of  the  investigation  must  be  kept  to  ensure  that  the  process  was  both 
complete  and  fair.  Once  a  problem  is  confirmed  to  be  a  violation  of  the 
corporate  compliance  program  or  federal  law,  or  both,  the  compliance  officer 
is  obligated  to  take  appropriate  steps,  including  disciplinary  action,  correc¬ 
tion  of  the  conduct  in  violation,  and  referral  to  appropriate  criminal  or  civil 
enforcement  agencies. 

Case  reviews  of  corporate  compliance  with  federal 
regulations 

A  review  of  several  cases  will  help  illustrate  the  points  examined  so  far.  One 
of  the  largest  health  care  fraud  and  abuse  investigations  conducted  by  the 
government  focused  upon  the  activities  of  The  Healthcare  Company  (HCA, 
formerly  Columbia/HCA),  the  largest  for-profit  hospital  chain  in  the  U.S. 
Notified  about  violations  of  the  False  Claims  Act  by  over  25  individual 
whistleblowers,  the  government  conducted  a  7-year  investigation  into 
HCA’s  billing  practices. The  government  uncovered  evidence  of  several 
different  types  of  Medicare  and  Medicaid  fraud,  including  billings  for  lab¬ 
oratory  services  not  medically  necessary  and  not  ordered  by  physicians, 
upcoding  of  diagnostic  codes  to  increase  reimbursement  payments,  and  the 
disguising  of  marketing  and  advertising  costs  as  community  education  ser¬ 
vices  and  receiving  reimbursement  for  those  education  services  from  Medi- 
care.^^  To  avoid  trial,  HCA  agreed  to  plead  guilty  to  the  charges  and  pay 
over  $840  million  in  criminal  fines,  civil  fines,  and  damages.  As  part  of  the 
civil  settlement,  HCA  entered  into  a  comprehensive  corporate  integrity 
agreement  with  the  government  for  8  years.  This  agreement  requires  HCA 
and  independent  review  organizations  to  conduct  audits  and  reviews  of 
inpatient  coding,  laboratory  billing,  and  outpatient  billing  methods  and 
HCA’s  financial  relationships  with  physicians.^^  The  agreement  calls  for 
HCA  to  provide  the  OIG  with  armual  reports  detailing  the  effectiveness  of 
the  compliance  program. 

The  OIG  has  also  recently  completed  several  investigations  into  so-called 
partial-fill  prescriptions  dispensed  by  community  pharmacies.  A  partial -fill 
prescription  situation  arose  when  a  pharmacy  did  not  have  the  full  amount 
of  the  requested  medication  on  hand  to  complete  the  order.  The  common 
industry  standard  was  to  dispense  a  partial  amount  of  the  prescription  and 
ask  the  customer  to  return  for  the  balance  of  the  medication  in  a  few  days 
time.  Pharmacies  would  often  bill  third-party  payers  such  as  state  Medicaid 
programs  for  the  full  amount  of  the  prescriptions  in  such  cases,  even  though 
many  of  the  patients  never  returned  to  the  pharmacy  to  pick  up  the  balance 
of  their  pills.  A  whistleblower  notified  the  federal  government  that  the  chain 
pharmacy  he  worked  for  often  failed  to  provide  partial  refunds  to  third-party 
payers  for  prescriptions  wherein  the  partial  fills  were  dispensed  and  the 
balance  of  the  pills  were  never  picked  up  by  customers,  a  violation  of  the 
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False  Claims  Act.^^  The  OIG  and  several  state  attorney  generals  determined 
the  violations  to  be  an  industry-wide  problem.  The  OIG  and  the  Department 
of  Justice  made  arrangements  with  many  of  fhe  major  chain  pharmacies  in 
fhis  counfry  fo  resolve  fhe  case;  fhe  chains  agreed  (individually)  fo  pay 
between  $1.7  and  $7.6  million  to  settle  each  case,  and  several  chains  were 
also  required  to  enter  into  comprehensive  corporate  integrity  agreements 
with  the  govemment.^^'^® 

Our  last  example  examines  a  manufacturer  seeking  an  OIG  advisory 
opinion  during  the  development  of  a  pafienf  assisfance  program  (PAP). 
Before  fhe  year  2000,  Medicare  Parf  B  provided  coverage  and  paymenf  for 
immunosuppressive  drugs  for  up  fo  36  monfhs  following  a  fransplanf;  Parf 
B  beneficiaries  were  required  fo  pay  a  20%  copaymenf.^^  During  fhis  fime, 
one  manufacfurer  of  immunosuppressive  drugs  operafed  a  PAP  for  fhe 
financially  needy.  Through  fhe  program,  fhe  manufacfurer  provided  fhe  drug 
af  no  cosf  fo  financially  needy,  uninsured  pafienfs,  including  Medicare  ben¬ 
eficiaries  who  had  exhausfed  fheir  36  monfhs  of  Parf  B  coverage  who  mef 
income  criferia  and  lacked  secondary  insurance  coverage.  In  fhe  year  2000, 
Gongress  eliminafed  fhe  36-monfh  limifafion  on  immunosuppressive  drugs, 
effecfively  creafing  lifetime  coverage  of  fhe  producfs  under  Parf  B.^®  Once 
fhe  Parf  B  coverage  limifafion  was  liffed.  Medicare  pafienfs  who  received 
fhe  drugs  af  no  cosf  affer  36  monfhs  of  Parf  B  coverage  became  ineligible 
for  fhe  manufacfurer ’s  PAP,  and  again  became  responsible  for  fhe  20  percenf 
co-paymenfs.  The  manufacfurer  wanfed  fo  modify  ifs  PAP  fo  include  finan¬ 
cially  needy  Medicare  pafienfs  who  used  fhe  drugs.  Insfead  of  providing  fhe 
drugs  for  free  fo  fhese  pafienfs,  fhe  manufacfurer  wanfed  fo  reimburse 
pafienfs  fheir  20%  copaymenf,  leaving  pafienfs  wifh  no  ouf-of-pockef  cosfs 
associafed  wifh  fhe  prescripfion.  The  manufacfurer  submitted  fhis  proposed 
change  in  fheir  PAP  fo  fhe  OIG  for  an  advisory  opinion.  The  OIG  defermined 
fhaf  fhe  arrangemenf  would  be  a  clear  violation  of  fhe  Anfi-kickback  Sfafufe, 
as  fhe  manufacfurer  would  be  paying  fhe  beneficiary  (in  fhe  form  of  a 
copaymenf  reimbursemenf)  fo  use  ifs  producfs.  The  OIG  also  died  fhaf  fhe 
program  would  provide  fhe  manufacfurer ’s  producfs  wifh  an  obvious  finan¬ 
cial  advanfage  in  fhe  markef,  and  fhaf  fhe  arrangemenf  could  resulf  in 
increased  cosfs  fo  fhe  Medicare  program  by  encouraging  prescribing  of  fhe 
brand  name  drugs  rafher  fhan  lower-cosf  generic  versions.^^-^^  By  seeking  an 
advisory  opinion  from  fhe  OIG,  fhe  manufacfurer  learned  fhaf  fhe  proposed 
changes  fo  fheir  PAP  would  have  violafed  federal  healfh  care  regulations, 
which  could  have  exposed  fhe  company  fo  prosecufion.  Wifh  fhis  knowl¬ 
edge,  fhe  manufacfurer  had  fhe  opporfunify  fo  modify  ifs  PAP  fo  ensure  fhaf 
if  did  nof  run  afoul  of  federal  regulations. 

Benefits  of  a  voluntary  corporate  compliance  program 

Esfablishmenf  of  an  effective  volunfary  corporafe  compliance  program  can 
bestow  many  benefifs  fo  a  company.  According  fo  fhe  OIG,  an  effective  plan 
can  reduce  fhe  potential  liabilify  of  fhe  provider.  The  cenfral  benefif  of  corpo- 
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rate  compliance  programs  for  the  health  care  provider  is  to  minimize  or  reduce 
the  threat  of  a  lawsuit  and  its  attendant  consequences.  Providers  with  effective 
corporate  compliance  programs  actively  seek  to  weed  out  fraud,  and  as  such 
are  less  likely  to  be  seen  as  has  having  intended  to  commit  the  crime.  Instead, 
the  OIG  (and  the  courts)  would  be  more  likely  to  see  an  act  of  fraud  and  abuse 
as  a  civil  or  administrative  offense  rather  than  a  criminal  offense,  resulting  in 
lesser  consequences.  The  government  examines  the  seriousness  of  the  offense 
and  the  culpability  of  the  organization  when  deciding  punishment.  The  pres¬ 
ence  of  a  volimtary  corporate  compliance  program  making  a  reasonable  effort 
to  detect  and  avoid  violations  can  significantly  lower  an  organization’s  cul¬ 
pability  score  and  the  subsequent  penalty. 

In  addition  to  the  benefits  in  criminal  proceedings,  benefits  can  also  be 
achieved  in  civil  actions  or  personal  liability  cases,  or  both.  Boards  of  direc¬ 
tors  can  be  held  accountable  through  the  federal  sentencing  guidelines  for 
organizations  when  fraud  and  abuse  occur.  The  government’s  decision  to 
prosecute  is  often  based  on  the  desire  to  deter  future  misconduct.®  If  rea¬ 
sonable  steps  have  been  made  to  prevent  improper  activities,  then  there  is 
little  the  government  can  gain  from  seeking  criminal  charges. 

If  a  company  is  convicted  of  or  settles  a  health  care  fraud  and  abuse  suit, 
the  presence  of  a  voluntary  corporate  compliance  program  may  allow  the 
organization  to  avoid  the  imposition  of  a  mandated  corporate  integrity 
agreement.  These  agreements  are  much  more  stringent  and  burdensome  than 
voluntary  compliance  programs;  corporate  integrity  agreements  often 
include  requirements  for  the  submission  of  armual  compliance  reports  to  the 
government  and  allow  the  government  the  right  to  examine  corporate 
records  during  unarmounced  audits  and  onsite  visits.  Clearly,  a  company 
would  rather  develop  a  voluntary  corporate  compliance  program  than  have 
a  corporate  integrity  agreement  imposed  on  it  as  part  of  a  settlement. 

Organizations  with  effective  compliance  programs  are  less  likely  to  be 
the  subject  of  a  qui  tarn  lawsuit.  Disgruntled  employees  and  competitors 
would  be  less  likely  to  bring  qui  tarn  suits  because,  if  successful,  a  compliance 
program  will  have  already  identified  and  corrected  many  of  the  violations, 
leaving  fewer  (if  any)  things  for  a  qui  tarn  relator  to  report.  Further,  in  the 
past,  corporate  executives  who  were  aware  of  violations  may  have  brought 
a  qui  tarn  lawsuit  in  the  past  to  protect  themselves  from  criminal  and  civil 
liability.  A  corporate  compliance  program  gives  them  a  place  to  bring  known 
violations  where  they  can  be  addressed  constructively. 


Cost:  a  barrier  to  corporate  compliance  programs 

The  major  barrier  to  the  implementation  of  voluntary  compliance  programs 
is  cost.  Health  care  organizations,  especially  hospitals,  are  asked  to  devote 
a  significant  amount  of  capital  and  resources  to  develop  corporate  compli¬ 
ance  programs  at  a  time  when  many  are  facing  tightening  budgets  and 
reduced  reimbursement  rates.  In  1999,  the  General  Accounting  Office  (GAO) 
interviewed  25  hospitals  regarding  their  corporate  compliance  program 
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implementation  status.''^  Of  those  that  could  provide  cost  data,  a  corporate 
compliance  program  was  estimated  to  cost  approximately  1%  of  fofal  pafienf 
revenue.  The  expenses  associafed  wifh  operafing  a  compliance  program 
varied  wifh  fhe  size  of  fhe  hospifal  and  fhe  fasfidiousness  of  fhe  program. 
For  example,  one  medium-sized  hospifal  spenf  $15,000  armually  fo  operafe 
a  corporafe  compliance  program,  where  one  employee  spenf  abouf  10%  of 
his  fime  performing  fhe  duties  of  fhe  chief  compliance  officer.  In  confrasf, 
one  large  hospifal  sysfem  employed  four  full-fime  attorneys  and  associafed 
sfaff;  fhis  program  cosf  abouf  $2.5  million  armually.  Despife  fhe  high  cosfs 
associafed  wifh  fhe  developmenf  and  mainfenance  of  a  corporafe  compliance 
program,  organizations  fhaf  have  implemenfed  fhese  programs  mainfain 
fhaf  fhe  benefifs  outweigh  the  costs. 

Corporate  compliance  and  pharmacy 

In  several  ways,  pharmacy  can  (and  should)  be  an  integral  part  of  a  healfh 
sysfem’ s  corporafe  compliance  program.  The  mosf  visible  aspecf  of  corporafe 
compliance  for  pharmacy  is  fhe  appropriafe  billing  of  pharmaceuficals.  A 
hospifal’ s  director  of  pharmacy  is  responsible  for  ensuring  fhaf  charges  for 
medications  are  correcfly  submiffed  fo  Medicare,  Medicaid,  and  ofher  man¬ 
aged  care  organizafions.  If  a  nurse  does  nof  record  a  medication  as  being 
adminisfered  fo  fhe  pafienf,  a  charge  for  if  should  nof  be  processed.  Doses 
fhaf  are  wasted  or  diverfed  should  nof  be  billed  for.  Medicafion  disfribufion 
sysfems  fhaf  base  billing  on  medications  dispensed  rafher  fhan  medicafions 
adminisfered  have  a  higher  pofenfial  for  billing  fraud  claims.^®  Pharmacy 
needs  fo  be  parficularly  careful  in  sifuafions  where  medicafions  are  dis¬ 
pensed  from  floor  sfock;  examples  include  operafing  rooms,  emergency 
deparfmenfs,  and  intensive  care  unifs. 

Similarly,  billing  Medicare  or  Medicaid  for  medicafions  fhaf  were 
obfained  as  free  samples  or  frial  supplies  from  manufacfurers  would  also  be 
considered  as  fraud  under  fhe  False  Claims  Acf.  Furfhermore,  pharmacies 
fhaf  receive  medicafion  samples  and  bills  for  fhem  also  violate  fhe  PDMA. 
The  pharmacisf  musf  frack  fhe  disposifion  of  free  samples  and  frial  supplies 
and  assure  fhaf  fhey  are  nof  fraudulenfly  billed  for. 

Alfhough  fhe  issues  surrounding  fhe  billing  for  pharmacisf  cognifive 
services  have  nof  been  addressed  by  fhe  OIG,  fhe  pofenfial  exisfs  for 

Table  23.3  Office  of  Inspector  General  Special  Fraud  Alerts 

•  Joint  venture  arrangements 

•  Routine  waiver  of  Medicare  Part  B  copayments  and  deductibles 

•  Hospital  incentives  to  referring  physicians 

•  Prescription  drug  marketing  practices 

•  Arrangements  for  the  provision  of  clinical  laboratory  services 

•  Home  health  fraud 

•  Provision  of  medical  supplies  to  nursing  facilities 
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increased  scrutiny  by  the  government  as  the  profession  expands  this  aspect 
of  pharmaceufical  care.  Landrum  and  Williams  described  a  hospifal-based 
program  for  billing  for  pharmacisf  cognifive  services  While  a  review  of 
fheir  charges  revealed  fhaf  fhe  overall  reimbursemenf  rafe  for  fheir  acfivifies 
was  35%,  fhe  article  did  nof  mention  whefher  fhe  aufhors  conducfed  an  audif 
fo  defermine  whefher  fhe  billed  service  mafched  fhe  clinical  service  docu- 
menfed  in  fhe  medical  record.  This  will  be  an  area  of  concern  for  pharmacisfs 
as  billing  for  cognifive  services  grows. 

Whereas  inappropriafe  billing  may  represenf  an  obvious  fraudulenf 
acfivify  ofher  acfivifies  can  also  violafe  fhe  Anfi-kickback  Sfafufe,  False 
Claims  Acf,  or  ofher  laws  and  sfafufes.  The  OIG  has  designafed  seven  areas 
as  special  fraud  alerfs  (Table  23.3),  ^  which  guide  providers  in  defermining 
whaf  acfivifies  may  represenf  violafions  of  one  of  fhe  laws  Two  special  fraud 
alerfs  warranf  affenfion  by  pharmacy  practitioners:  (1)  fhe  roufine  waiver  of 
Medicare  Parf  B  copaymenfs  and  deducfibles  and  (2)  prescription  drug  mar¬ 
keting  practices. 

Routine  waiver  of  Medicare  Part  B  copayments 

The  regular  collection  of  copaymenfs  or  coinsurance  from  Medicare  Parf  B 
enrollees  is  a  required  acfivify  for  healfh  care  providers  who  provide  services 
fo  beneficiaries.  Wifh  any  copaymenf,  pafienfs  consider  fhe  benefifs  of  fhe 
goods  or  services  fhey  will  receive  relafive  fo  fhe  amounf  of  fhe  copaymenf. 
In  general,  fhis  process  leads  fo  a  more  knowledgeable  and  selective  healfh 
care  consumer  and  lower  overall  healfh  care  cosfs.^^  In  ferms  of  pharmacy, 
oufpafienf  prescripfion  services  rendered  fo  Medicare  Parf  B  recipienfs  musf 
be  given  in  exchange  for  fhe  appropriafe  copaymenf  or  coinsurance.  The 
roufine  waiving  of  fhese  copaymenfs  can  be  considered  an  unlawful  induce- 
menf  fo  pafienfs  fo  use  a  parficular  service  or  provider.  Plowever,  fhe  law 
does  provide  for  fhe  occasional  copaymenf  waiver  for  pafienfs  wifh  signif- 
icanf  financial  hardship. 

The  Cenfers  for  Medicare  and  Medicaid  Services  (CMS)  has  issued  new 
regulafions  regarding  fhe  billing  of  oufpafienf  services  for  pafienfs  receiving 
Medicare  Parf  B  benefifs.'^''  This  new  reimbursemenf  scheme,  fhe  Ambulatory 
Paymenf  Classifications  (APCs),  revises  some  of  fhe  old  coding  schemes  for 
medicafions  and  devices  paid  for  by  Medicare  Parf  B.  Pharmacisfs  should 
be  familiar  wifh  fhese  new  codes  and  should  play  a  sfrong  role  in  working 
wifh  fhe  financing  deparfmenf  fo  ensure  fhaf  fhe  new  coding  scheme  is  bofh 
undersfood  and  properly  utilized.  This  will  be  particularly  imporfanf  for 
communify  and  healfh-sysfem  pharmacisfs  if  a  Medicare  prescripfion  benefif 
is  enacted. 

Prescription  drug  marketing  practices 

One  of  fhe  goals  of  prescripfion  drug  markefing  is  fo  influence  providers  fo 
selecf  a  specific  brand  of  medicafion  for  fheir  pafienfs.  Pharmacisfs  who 
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influence  the  selection  of  a  particular  drug  in  exchange  for  something  from 
the  drug  manufacturer  or  supplier  are  violating  the  Anti-kickback  Statute. 
Specific  examples  provided  by  the  OIG  include  product  conversion  activities, 
wherein  pharmacists  are  paid  to  contact  physicians  and  influence  them  to 
change  a  prescription  from  one  brand  to  another.  One  manufacturer  paid 
pharmacists  money  to  call  physicians  and  request  that  they  change  a  pre¬ 
scription  from  Drug  A  to  Drug  B;  the  physician  was  unaware  of  the  financial 
incentive  provided  to  the  pharmacist  for  the  switch.  In  this  case,  both  the 
manufacturer  and  the  pharmacist  were  in  violation  of  the  Anti-kickback 
Statute. 

In  the  current  era  of  formulary  restrictions  and  preferred  product  status, 
manufacturers’  rebates  to  health  plans  and  hospitals  in  hopes  of  improving 
their  formulary  positioning  are  commonplace.  When  appropriately  docu¬ 
mented  and  disclosed  in  the  costs,  these  “gifts”  are  protected  by  one  of  the 
safe  harbor  regulations.  However,  without  disclosure,  these  incentives  may 
be  subject  to  prosecution  under  the  Anti-kickback  Statute.  Similarly,  mone¬ 
tary  gifts  may  be  considered  improper  under  this  statute,  particularly  if  the 
gift  is  made  to  a  person  in  a  position  to  generate  business  or  is  related  to 
the  volume  of  business.  Although  the  concepts  of  upfront  rebates  and  signing 
bonus  payments  have  not  been  directly  addressed  in  the  area  of  pharmacy, 
the  Chief  Counsel  to  the  Inspector  General  has  rendered  an  opinion  of  this 
type  of  activity  with  respect  to  medical  supply  companies. In  essence,  a 
manufacturer  giving  upfront  rebates  and  signing  bonuses  to  a  purchaser 
(e.g.,  a  hospital)  raises  serious  issues  under  the  Anti-kickback  Statute.  A 
health  plan  or  hospital  that  receives  money  (or  gifts)  in  exchange  for  improv¬ 
ing  a  product’s  formulary  status  is  likely  to  be  in  violation.  Although  one 
may  consider  this  payment  as  a  discount  or  a  rebate  and  protected  as  a  safe 
harbor,  the  Chief  Counsel  to  the  Inspector  General  views  “such  payments 
difficult  to  trace  to  ensure  proper  disclosure”  and  may  interfere  with  the 
purchaser’s  usual  ability  to  make  appropriate  purchasing  decisions  on  behalf 
of  federal  beneficiaries. 

Corporate  compliance  programs  should  involve  the  pharmacy  depart¬ 
ment  to  ensure  appropriate  documentation  and  submission  of  medica¬ 
tion-related  claims.  The  idea  of  a  pharmacy  compliance  officer  serving  as  a 
member  of  the  corporate  compliance  committee  has  been  raised.^®  This  phar¬ 
macist  would  be  directly  involved  in  writing  policies  and  procedures  for 
proper  medication  billing,  developing  a  procedure  for  auditing  of  pharmacy 
billing  practices,  and  assuring  that  practices  related  to  pharmacy  meet  fed¬ 
eral  regulations. 

In  2002,  the  Pharmaceutical  Research  and  Manufacturers  of  America 
(PhRMA),  the  trade  group  for  pharmaceutical  and  biotechnology  companies, 
issued  a  new  marketing  code  for  its  members.'^®  Developed  in  response  to 
concern  that  promotional  activities  were  tarnishing  public  opinion  about  the 
pharmaceutical  industry,'^’  the  voluntary  code  reinforces  PhRMA’ s  intention 
that  interactions  between  representatives  of  the  manufacturer  and  health 
professionals  were  to  enhance  the  practice  of  medicine  and  benefit  patients. 


Chapter  twenty-three:  Corporate  compliance  programs  and  pharmacy 


443 


Three  provisions  of  the  code  merit  further  attention.  The  code  calls  for  a  ban 
on  all  gifts  to  practitioners  that  are  intended  for  personal  benefit  or  do  not 
primarily  benefit  patients  or  are  not  primarily  associated  with  the  practitio¬ 
ners  practice;  promotional  activities  such  as  a  gas-and-go  (wherein  a  sales 
representative  details  physicians  while  filling  up  their  car  with  free  gasoline 
at  a  local  service  station)  or  providing  food  for  an  office  staff  to  gain  a  visit 
with  the  practitioner  are  not  acceptable  under  the  code.  Informational  pre¬ 
sentations  by  manufacturers  can  no  longer  be  done  in  conjunction  with 
entertainment  or  recreational  activities  (such  as  a  presentation  preceding  a 
sporting  event),  and  any  meals  provided  to  attendees  during  a  presentation 
must  be  modest  by  local  standards.  Additionally,  the  code  prohibits  financial 
support  for  the  attendance  of  a  health  professional’s  spouse  at  educational 
or  professional  meetings. 

Some  have  cited  potential  weaknesses  of  the  PhRMA  code,  including 
the  fact  that  it  is  a  voluntary  program  without  consequences  for  violations 
and  that  the  code  is  vague,  leaving  each  company  free  to  interpret  it  differ- 
ently.'^’  A  few  months  following  the  release  of  the  PhRMA  code,  the  OIG 
issued  draft  compliance  program  guidance  for  pharmaceutical  manufactur- 
ers.'^^  In  the  draft  guidance,  the  OIG  states  that  adhering  to  the  PhRMA  code 
is  merely  a  “good  starting  point’’  that  “will  not  necessarily  protect  a  manu¬ 
facturer  from  prosecution  or  liability  for  illegal  conduct.”'*^  The  OIG  also 
recommended  that  manufacturers  comply  with  the  standards  of  the  PhRMA 
code,  and  that  arrangements  that  failed  to  meet  the  minimum  standards  of 
the  PhRMA  code  were  likely  to  receive  increased  scrutiny  from  government 
authorities. 

Conclusion 

The  federal  government  has  recently  increased  the  investigation  and  prose¬ 
cution  of  health  care  fraud  and  abuse.  Federal  laws  such  as  the  False  Glaims 
Act  and  the  Anti-kickback  Statute  provide  sufficient  means  for  the  federal 
government  to  detect  and  prosecute  health  care  providers  committing  fraud 
and  abuse.  Gorporate  compliance  programs  and  corporate  integrity  agree¬ 
ments  guide  health  care  providers  in  developing  practices  that  decrease  the 
occurrence  of  fraud  and  minimize  its  impact  when  it  occurs.  The  develop¬ 
ment  and  implementation  of  a  corporate  compliance  program  will  likely 
protect  the  organization  from  harsh  penalties  stemming  from  claims  of  fraud 
and  protect  the  individuals  responsible  for  the  organization. 

Although  pharmacists  have  not  been  a  specific  target  of  the  govern¬ 
ment’s  fraud  and  abuse  investigations,  several  recent  high-profile  settle¬ 
ments  between  the  pharmaceutical  industry  and  the  government  highlight 
the  importance  of  educating  pharmacists  on  the  principles  of  corporate  com¬ 
pliance  programs.  Pharmacy  is  a  growing  player  in  the  corporate  compliance 
arena,  and  the  utility  for  a  pharmacy  compliance  officer  within  organizations 
should  be  considered.  Further,  with  the  current  movement  toward  pharma¬ 
cist  billing  for  cognitive  services,  the  potential  for  fraud  and  abuse  of  these 
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services  also  exists.  As  practitioners  develop  programs  by  which  they  bill 
for  cognitive  services,  they  should  pay  particular  attention  to  their  billing 
practices  to  avoid  compliance  issues. 
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Introduction 

The  use  of  emerging  informafion  and  fechnology,  especially  fhe  Infemef,  fo 
improve  or  enable  healfh  or  healfh  care  is  known  as  elecfronic  healfh  or 
eHealfh.  eHealfh  is  fhe  infersecfion  of  medical  informafics,  public  healfh, 
and  business,  delivering  healfh  services  and  informafion  fhrough  fhe  Infer- 
nef  and  relafed  fechnologies.  If  combines  bofh  fhe  clinical  and  nonclinical 
sectors  and  includes  individual  and  populafion  healfh-orienfed  fools.  In  fhe 
broader  sense,  if  represenfs  a  commifmenf  for  nefworked,  global  fhinking 
fo  improve  healfh  care  locally,  regionally,  and  worldwide  by  using  informa¬ 
fion  and  communicafion  fechnology. 

The  currenf  healfh  care  sysfem  is  fragmenfed  and  nof  cormecfed.  Lack 
of  connecfedness  and  confinuify  among  various  sfakeholders  reinforces  each 
segmenf  of  fhe  indusfry  fo  funcfion  in  a  silo  mode.  For  example,  pharmacies 
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are  not  interconnected  to  prescribers  or  laboratories,  and  prescribers  are  not 
interconnected  to  payers  or  hospitals.  The  fragmentation  of  fhe  currenf  pre¬ 
scription  managemenf  makes  fhe  process  expensive,  unsafe,  inefficienf,  and 
dissatisfying  fo  customers.  The  U.S.  spends  more  on  healfh  care  fhan  any 
ofher  counfry  does.  Healfh  care  spending,  approximafely  $1.1  frillion  (13.5% 
of  gross  domesfic  producf,  GDP)  in  1998,  is  projected  fo  reach  $2.2  frillion 
(16.2%  of  GDP)  by  2008.  Abouf  a  quarfer  of  fhis  expendifure  may  be  affrib- 
ufed  fo  adminisfrafive  inefficiencies  and  wasfe.  In  addition,  befween  44,000 
and  98,000  people  may  die  every  year  as  a  resulf  of  medical  errors  (Kohn  ef 
al.,  1999),  and  variations  in  medical  practice  may  resulf  in  uneven  pafienf 
oufcomes.  Gurrenf  pharmacy  managemenf  is  flawed  wifh  inefficiencies  and 
redundancies.  Af  fhe  fime  physicians  provide  care  fo  fheir  pafienfs,  fheir 
access  fo  crifical  informafion  is  limited  by  fime  and  resources.  Pafienf  med- 
icafion  history  clinical  references,  and  formulary  rules  are  nof  f5q)ically 
available.  Once  fhe  prescription  reaches  fhe  pharmacy,  many  issues  arise 
related  fo  illegible  prescriptions,  clinical  interactions,  and  formulary  resfric- 
fions.  To  resolve  fhese  issues,  fhe  pharmacisf  embarks  on  a  barrage  of  phone 
calls  fo  eifher  fhe  physician  or  fhe  insurer.  The  calls  sometimes  are  nof  made 
unfil  after  hours,  so  fhe  physician  mighf  nof  refurn  fhe  call  until  fhe  nexf 
business  day.  Offen,  a  single  prescription  can  go  fhrough  a  number  of  loops 
befween  a  prescriber,  a  pharmacy,  and  an  insurer  before  fhe  medication 
reaches  fhe  infended  pafienf. 

The  cosf  of  drug-relafed  problems,  including  medicafion  errors,  inap¬ 
propriate  prescribing,  and  drug  inferacfions,  soared  from  an  esfimafed  $77 
billion  in  1995  fo  an  esfimafed  $177  billion  in  2000.  There  are  also  adminis¬ 
frafive  cosfs  due  fo  ineffiencies  in  fhe  prescripfion  process.  Approximafely 
50%  of  physician  office  calls  are  pharmacy  relafed,  wifh  pharmacisfs  calling 
nearly  150  million  times  a  year.  Pafienfs  are  frusfrafed  wifh  formulary-relafed 
barriers  and  delays  in  obfaining  a  prescripfion,  in  addifion  fo  fhe  long  waifs 
af  physician  offices.  The  currenf  process  is  unsafe,  inefficienf,  and  cosfly;  fhe 
need  for  a  new  sysfem  is  clear  and  justified.  If  has  been  proposed  fhaf 
technology  can  resolve  many  of  fhese  flaws  by  improving  fhe  existing  pro¬ 
cess.  Alfhough  implemenfafion  of  fechnological  improvemenfs  has  many 
associafed  issues,  many  sfakeholders  in  fhe  healfh  care  indusfry  are  begin¬ 
ning  fo  consider  and  adopf  fhese  fechnological  solutions. 


The  Internet 

In  January  2001,  approximafely  168  million  people,  or  60%  of  fhe  U.S.  pop- 
ulafion,  had  access  fo  fhe  Infernef  af  home  or  work,  and  86%  of  adulf  users 
of  fhe  Infernef  accessed  healfh-relafed  informafion.  The  number  of 
healfh-relafed  Web  sifes  available  is  unknown,  buf  if  is  believed  fhaf  fhe 
more  fhan  19,000  healfh  sifes  indexed  in  May  2001  on  Yahoo!,  Inc.  represenf 
only  a  small  fraction  of  fhe  universe  of  eHealfh  sifes.  Infernef  use  has  been 
lower  in  populafions  fhaf  are  underserved,  buf  fhe  profile  of  fhe  Infernef 
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user  community  is  shifting  from  one  comprised  inifially  of  whife,  educafed, 
young  men  fo  a  much  more  diverse  group  of  users.  Also,  fhe  Infemef  has 
always  been  less  prevalenf  in  lower-income  families,  buf  fhey  now  represenf 
fhe  fasfesf  growing  segmenf  of  recenf  users  and  compufer  purchasers.  How¬ 
ever,  a  digifal  divide  may  sfill  persisf  as  newer,  more  expensive  fechnologies 
become  available,  such  as  broadband  access.  Compared  wifh  ofher  indusfry 
sectors,  such  as  finance  and  commerce,  fhe  use  of  Infernef  in  fhe  healfh  secfor 
is  unfolding  more  slowly. 

As  wifh  mosf  ofher  Infernef-relafed  secfors,  fhe  eHealfh  field  is  driven 
primarily  by  for-profif  eHealfh  companies.  Af  presenf,  many  of  fhe  mosf 
recognized  eHealfh  companies  are  consumer-oriented  porfals  (WebMD)  fhaf 
seek  fo  be  one-sfop  shops  for  healfh  information  and  healfh-relafed  producfs. 
The  mosf  common  focus  of  larger  eHealfh  companies  seems  fo  be  on  pro¬ 
viding  fools,  solutions,  producfs,  or  services  fhaf  supporf  some  aspecf  of 
clinical  care,  including  adminisfrafive  fransacfions,  clinical  information  sys- 
fems,  telemedicine  and  felehealfh,  and  sates  of  healfh-relafed  producfs. 
Alfhough  fhe  promise  of  applying  emerging  and  cuffing-edge  informafion 
and  communicafion  fechnologies  fo  improve  healfh  and  healfh  care  is  sub- 
sfanfial,  if  is  crifical  fhaf  fhere  be  an  undersfanding  of  whaf  fechnology  can 
and  carmof  do.  Major  pofenfial  risks  associated  wifh  fhe  widespread  use  and 
adopfion  of  eHealfh  fools  include  fraudulenf  online  activities  and  poor  qual¬ 
ify  resources,  violations  of  privacy  and  confidenfialify  uninfended  errors 
from  inadequately  fesfed  or  complex  fools,  pofenfial  misuse  of  applicafions, 
increasing  social  isolation  from  online  acfivifies,  and  widening  fhe  socioeco¬ 
nomic  divide. 

Origins  of  eHealth 

The  concepf  of  eHealfh  began  wifh  fhe  need  fo  provide  and  supporf  care 
from  a  disfance.  Call  confers  were  an  example  of  a  solufion.  The  basic 
funcfion  of  call  confers  is  fo  provide  informafion  or  services  af  a  disfance, 
a  concepf  used  in  many  indusfries.  To  dafe,  many  fypes  of  call  confers  are 
used  in  fhe  healfh  care  indusfry.  The  following  are  examples  relafed  fo 
pharmacy: 

•  Poison  confrol  confers 

•  Drug  informafion  confers 

•  Pharmacy  help  lines 

•  Home  care  centers 

These  centers  use  phones  fo  provide  medical  informafion  relafed  fo 
cerfain  conditions  or  drugs  (e.g.,  drug  informafion  center),  demand  manage- 
menf  for  pafienfs  or  healfh  care  providers  seeking  help  (e.g.,  poison  confrol 
confer),  or  remote  care  (e.g.,  home  care  confers). 
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Emergence  of  eHealth 

As  the  Internet  was  evolving  in  the  late  1990s,  entrepreneurs  and  venture 
capitalists  invested  heavily  in  the  notion  of  widespread  use  of  information 
fechnology.  eHealfh  companies  emerged  everywhere.  Some  aided  physicians 
and  healfh  care  providers  wifh  clinical  information,  billing,  and  office  man- 
agemenf  services.  Ofhers  focused  direcfly  on  pafienfs,  giving  fhem  new 
access  fo  information  abouf  fheir  specific  problems  and  concerns.  All  fhese 
venfures  used  fhe  new  Infernef  medium  fo  deliver  producfs  and  services 
fhaf  fhey  hoped  would  revolutionize  healfh  care.  Examples  of  fhese  sifes 
included  DrKoop.com,  Drugsfore.com,  and  PlanefRx.com.  These  sifes  prom¬ 
ised  an  informafion-infensive  and  profofypical  service  indusfry;  however, 
many  predicfable  yef  unforeseen  challenges  and  obsfacles  caused  a  collapse 
in  fhe  Infernef  secfor  as  a  whole.  An  analysis  of  firsf-generafion  eHealfh 
companies  idenfified  four  critical  sfrafegic  facfors  fhaf  fend  fo  predicf  success 
or  failure:  a  compelling  value,  an  unambiguous  revenue  model,  competitive 
barriers  fo  enfry  and  an  organizafional  sfrucfure  for  cosf  confrol.  None  of 
fhe  firsf-generafion  companies  had  all  four  criferia  for  success,  which  led  fo 
fhe  downfall  of  many  sifes.  The  pofenfial  for  eHealfh  fo  sfreamline  and 
improve  medical  care  remains  excellenf  despife  fhe  widespread  failure  of 
eHealfh  and  ofher  dofcom  companies  following  fhe  bursf  of  fhe  Infernef 
bubble  in  2000.  Anew,  sfronger  generafion  of  eHealfh  companies  is  emerging 
and  benefiting  from  fhe  misfakes  of  earlier  pioneers. 


Domains  of  eHealth 

There  are  currenfly  five  emerging  domains  of  eHealfh  fhaf  are  in  develop- 
menf,  wifh  consfanf  modificafions  and  rein venf ions:  confenf,  commerce, 
compufer  fechnology,  cormecfivify,  and  care. 

Content 

The  confenf  domain  is  represenfed  by  Web  sifes  providing  healfh-relafed 
informafion  online;  if  promises  fo  deliver  convenienf  access  fo  informafion. 
An  example  of  a  consumer  confenf  Web  sife  is  WebMD  and  fhaf  of  a  pro¬ 
fessional  confenf  Web  sife  is  Medscape.  The  major  challenge  fhaf  fhe  eHealfh 
domain  faces  is  fhe  credibilify  of  fhe  posfed  informafion.  Many  of  fhe  esfab- 
lished  sifes  are  credible;  however,  caution  musf  be  faken  when  viewing  a 
new  sife.  The  aufhor  and  sources  of  informafion  musf  be  evaluafed. 

Healfh  on  fhe  Nef  (HON)  (www.hon.ch)  is  a  nonprofif  organization 
designed  fo  aid  nonmedical  Infernef  users  fo  reliable  and  valid  informafion 
on  healfh-relafed  issues.  Web  pages  fhaf  meef  fhe  sfandards  sef  forfh  by 
HON  can  display  ifs  HON  code  logo,  indicating  fhaf  such  high  sfandards 
are  mef.  This  symbol  can  provide  fhe  layperson  a  reasonable  sense  of  cer- 
fainfy  fhaf  fhe  informafion  provided  on  fhe  sife  is  credible. 
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Commerce 

The  commerce  domain  is  based  on  the  principles  of  eCommerce.  This 
domain  is  well  exemplified  by  Infemef  pharmacies.  Once  a  novel  mefhod 
of  drug  disfribufion,  now  Infernef  pharmacy  capabilifies  are  available  for 
pracfically  every  refail  chain.  Af  presenf,  fradifional  brick  and  morfar  phar¬ 
macies  eifher  parfner  wifh  exisfing  Infernef  pharmacies  or  creafe  fheir  own 
Web  counferparfs,  which  illusfrafes  fhe  increasing  imporfance  of  business 
on  fhe  Infernef.  Refail  gianf  CVS  pharmacy  acquired  fhe  Infemef  pharmacy 
soma.com  and  changed  fhe  name  fo  reflecf  fhe  new  ownership.  Walgreens 
launched  an  upgraded,  full-service  Infemef  pharmacy  fo  compefe  more  suc¬ 
cessfully  in  fhe  pharmacy  indusfry.  If  is  esfimafed  fhaf  currenfly  over  400 
businesses  operafe  on  fhe  Infernef  fhaf  dispense  prescription  drugs.  In  2001, 
Infernef  pharmacies  generafed  abouf  $1.4  billion  in  sales  and  are  expecfed 
fo  generafe  over  $15  billion  by  2004.  Examples  of  popular  currenf  Infemef 
pharmacies  are  Drugsfore.com  (parfners  wifh  Rife-Aid),  walgreens.com, 
cvs.com,  eckerd.com,  and  medco-healfh.com  (a  large  pharmacy  benefif  man- 
agemenf  firm).  These  sifes  promise  convenienf  access  fo  informafion  and 
pafienf  safisfacfion.  Some  sifes  offer  online  prescripfion  refills  and  ofher 
convenienf  services.  Alfhough  fhese  sifes  cafer  fo  fhe  pafienf  needs,  fhey  face 
some  obsfacles  and  challenges. 

Initially,  when  Infernef  pharmacy  pracfice  emerged,  no  regulafions 
specifically  applied.  For  example,  regulafions  of  which  sfafe  or  enfify 
should  cover  an  Infernef  pharmacy  sife  fhaf  gafhers  prescripfions  wriffen 
by  Pennsylvania  physicians,  processes  fhem  in  Texas,  and  fills  fhem  in 
Arizona?  Whaf  if  fhe  sife  is  regisfered  oufside  fhe  U.S.  and  prescripfions 
are  dispensed  wifhouf  a  requiremenf  of  a  prescripfion?  This  pracfice  is  now 
closely  wafched  by  many  regulafory  secfors,  such  as  fhe  Food  and  Drug 
Adminisfrafion  (FDA),  fhe  Nafional  Associafion  of  Boards  of  Pharmacy 
(NABP),  and  sfafe  boards  of  pharmacy.  The  main  reason  for  inifiafing  fhis 
new  layer  of  regulafion  was  fhe  public  concern  abouf  unsafe  pharmacy 
pracfices  and  fhe  need  fo  coordinafe  sfafe  regulafions.  Some  sifes  fhaf  are 
regisfered  and  locafed  in  fhe  U.S.,  in  order  fo  gef  around  fhe  prescripfion 
requiremenf,  provide  services  of  on-sfaff  physicians  for  a  separafe  fee.  This 
pracfice  of  prescribing  merely  for  fhe  purpose  of  dispensing  is  considered 
unefhical  and  illegal.  The  primary  indusfry  response  fo  Infernef  pharmacy 
growfh  has  come  from  fwo  sources:  fhe  NABP  and  a  newly  formed 
broad-based  coalifion.  The  NABP  was  esfablished  in  1904  fo  assisf  sfafe 
licensing  boards  of  pharmacy  in  developing,  implemenfing,  and  enforcing 
uniform  sfandards  fo  profecf  public  healfh.  In  fhe  spring  of  1999,  fhe  NABP 
esfablished  fhe  Verified  Infernef  Pharmacy  Pracfice  Sifes  (VIPPS)  program 
in  response  fo  increasing  public  concern  abouf  fhe  safefy  of  Infernef  phar¬ 
macies.  The  VIPPS  program  esfablishes  a  good  housekeeping  fype  seal  of 
approval  fhaf  Infemef  pharmacies  can  display  on  fheir  homepages.  Phar¬ 
macies  displaying  fhe  VIPPS  seal  have  demonsfrafed  fo  NABP  compliance 
wifh  VIPPS  criferia,  including  pafienf  righfs  fo  privacy,  aufhenficafion  and 
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security  of  prescription  orders,  adherence  to  a  recognized  quality  assurance 
policy,  adherence  to  regulations  of  all  states  involved  in  the  prescription 
processing  and  fulfilment  process,  and  provision  of  meaningful  consulta¬ 
tion  between  patients  and  pharmacist.  The  first  action  by  the  federal  gov¬ 
ernment  was  in  1999  when  the  FDA  added  information  to  its  Web  site  in 
order  to  assist  consumers  safely  purchasing  drugs  over  the  Internet.  On 
August  5, 1999,  Representative  Ronald  Klink  (Dem.-PA)  introduced  House 
Resolution  2763,  the  Internet  Pharmacy  Consumer  Protection  Act.  To  deal 
with  the  growth  of  internationally  based  Internet  pharmacies  illegally  sell¬ 
ing  prescription  drugs,  the  FDA  has  begun  to  issue  cyber  warning  letters 
transmitted  electronically  to  Web  sites  the  FDA  has  identified  as  selling 
drugs  illegally.  Other  challenges  encountered  in  this  eHealth  domain 
include  ensuring  privacy  and  confidentially  related  to  transfer  of  highly 
sensitive  patient  information.  In  addition,  consumers  must  be  confident  in 
the  site’s  ability  to  provide  for  a  secure  payment  process  as  with  other 
eCommerce  Web  sites. 

Computer  technology 

Another  emerging  domain  in  eHealth  is  computer  technologies,  which  can 
be  defined  as  facilitating  provision  of  health  services,  both  clinical  and 
administrative,  through  computer  applications.  Examples  include  ePrescrib- 
ing,  smart  cards,  and  electronic  medical  records.  ePrescribing,  or  electronic 
prescribing,  is  a  term  that  applies  to  automation  of  the  prescription  writing 
process  (e.g.,  using  a  PDA  or  a  PC  to  generate  a  prescription).  Smart  cards 
have  an  embedded  computer  chip,  which  can  store  patient  medical  records 
and  insurance  information.  Smart  cards  can  help  patients  create  a  link  among 
their  health  care  providers.  Because  of  the  fragmented  status  of  the  U.S. 
health  care  system,  many  health  care  providers  managing  the  same  patient 
are  not  aware  of  each  other’s  actions.  For  example,  a  patient’s  primary  care 
physician  might  not  be  aware  of  the  diagnostic  procedures  and  prescription 
medications  ordered  for  the  patient  by  the  cardiologist.  If  such  information 
were  stored  on  a  smart  card,  each  physician  would  be  able  to  review  each 
other’s  treatment  plans.  Similar  to  smart  cards,  electronic  medical  records 
store  comprehensive  patient  medical  information  in  a  central  repository,  but 
instead  of  a  card  computerized  databases  are  used. 

These  technologies  promise  to  improve  quality  of  care,  influence  pre¬ 
scribing  behavior,  decrease  drug  spending,  and  decrease  administration  bur¬ 
den.  They  attempt  to  improve  quality  of  care  by  reducing  medication  errors 
related  to  illegible  handwriting,  inappropriate  prescribing,  and  medication 
noncompliance.  Many  reports  postulate  that  ePrescribing  can  decrease 
drug-related  problems  by  as  much  as  50%,  based  on  hospital  experiences 
with  computerized  physician  order  entry.  Therefore,  if  ePrescribing  reduces 
the  cost  of  drug-related  problems  by  50%,  the  impact  will  be  $88.7  billion. 

A  more  conservative  estimate  of  even  a  2%  reduction  in  drug-related 
problems  can  result  in  savings  of  $3.55  billion.  Computer  technologies  also 
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deliver  the  opportunity  to  influence  prescribing  behavior  at  the  point  of  care. 
Health  care  professionals  can  view  clinical  and  adminisfrafive  information, 
such  as  insurer  formularies,  af  fhe  poinf  of  care;  fhis  information  can  influ¬ 
ence  fhe  medicafion  prescribed  fo  fhe  pafienf.  There  is  fhe  possibilify  of  a 
decrease  in  drug  spending  because  of  fhe  improvemenf  in  formulary  com¬ 
pliance  and  increased  generic  subsfifufion.  Several  ePrescribing  pilofs 
reporfed  fhaf  when  formulary  information  is  displayed  af  fhe  poinf  of  care, 
generic  prescribing  reaches  up  fo  55%,  a  10%  increase  from  fhe  currenf 
markef  rafe  of  45%.  Reduced  adminisfrafive  burden  will  resulf  from  an 
increased  usage  of  compufer  fechnologies,  which  will  eliminafe  fhe  need  for 
redundanf  phone  calls  and  manual  charf  reviews.  If  pharmacy  follow-up 
calls  are  reduced  by  one  fhird,  fhe  indusfry  mighf  save  approximafely  1.9 
million  pharmacisf  hours,  nearly  a  $66  million  cosf  savings. 

Implemenfafion  of  fhese  fechnologies  is  associafed  wifh  several  chal¬ 
lenges.  The  mosf  significanf  challenge  is  fhaf  of  implemenfafion  cosfs.  If 
ePrescribing  were  fo  be  implemenfed  in  fhe  enfire  ambulatory  markef  for  af 
leasf  1  year,  fhe  cosf  could  easily  approach  several  billion  dollars.  Implemen¬ 
fafion  of  elecfronic  medical  records  would  be  significanfly  more  expensive. 
Because  fhese  fechnologies  affecf  many  sfakeholders  (i.e.,  physicians,  phar¬ 
macies,  insurers,  hospifals,  pharmaceutical  indusfry,  pafienfs),  if  is  unclear 
how  fhe  cosf  burden  should  be  shared.  In  ofher  words,  who  should  pay  and 
how  much?  Anofher  challenge  is  fhe  slow  adoption  rafe.  A  very  small  num¬ 
ber  of  providers  are  currenfly  using  fhese  fechnologies.  Slow  adoption  rates 
are  mainly  due  fo  high  implemenfafion  cosfs  and  providers’  resisfance  fo 
change. 

Connectivity 

The  connecfivify  domain  of  eHealfh  involves  connecting  parficipanfs  in  fhe 
provision  of  healfh  care  services.  There  are  several  examples  of  cormecfivify 
in  fhe  healfh  care  indusfry  currenfly.  One  example  is  an  exfension  of  ePre¬ 
scribing  Currenfly,  some  elecfronic  prescribing  producfs  prinf  fhe  prescrip- 
fion  in  fhe  office  only.  Ofher  producfs  fake  fhe  prescription-writing  process 
one  step  furfher  and  elecfronically  deliver  a  prescription  direcfly  fo  a  phar¬ 
macy.  Currenfly,  mosf  producfs  offer  fhis  option  by  fransmiffing  prescrip- 
fions  fhrough  a  satellite  network  or  over  telephone  lines  to  a  fax  machine  in 
fhe  pharmacy.  Some  producfs  can  fransmif  prescriptions  fo  fhe  pharmacy’s 
compufer  ferminals  direcfly  fhrough  fhe  process  of  elecfronic  dafa  inter¬ 
change.  Two  organizafions,  RxHub  and  SureScripfs,  created  by  pharmacy 
benefif  managers  and  refail  pharmacies,  esfablished  an  elecfronic  system  fhaf 
would  cormecf  all  parties  in  fhe  ePrescribing  process. 

Anofher  example  of  cormecfivify  exfends  fo  fhe  pharmaceutical  indusfry 
and  fhe  practice  of  physician  defailing  by  pharmaceutical  sales  represenfa- 
fives.  There  are  affempfs  fo  virfually  defail  physicians  by  elecfronically  con¬ 
necting  physicians  wifh  sales  represenfafives.  For  example,  some  companies 
use  video-audio  conferencing  fo  execute  eDefailing.  In  an  environmenf 
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where  pharmaceutical  companies  face  fierce  compefifion  and  safurafion  of 
fhe  defailing  markef,  fhe  Infemef  can  also  be  used  fo  confinue  promofing 
drugs.  Yef  anofher  example  of  connecfivify  is  online  pafienf  communities, 
which  allow  for  peer-fo-peer  and  person-fo-person  messaging,  information 
exchange,  emofional  supporf,  and  communify  building.  For  insfance,  fhe 
Cancer  Survivors  Nefwork  provides  such  an  opporfunify  for  pafienfs  suf¬ 
fering  from  cancer. 

Care 

Unlike  ofher  domains,  fhe  care  domain,  also  referred  fo  as  felemedicine,  is 
direcfly  involved  in  provision  of  pafienf  care.  Telemedicine  uses  communi- 
cafion  and  informafion  fechnology  fo  deliver  healfh  care  services  over  large 
and  small  disfances.  If  is  a  process  whereby  a  pafienf  and  a  healfh  care 
provider  are  connecfed  af  fhe  poinf  of  care  in  a  fimely  marmer.  The  inferac- 
fion  can  fake  place  by  felephone,  fax,  e-mail,  Infemef,  biomefric  sensors,  or 
even  by  fhe  Cadillac  Norfhsfar  operator  in  one’s  car.  The  felehealfh  indusfry 
encompasses  practices,  producfs,  and  services  fhaf  bring  medical  care  and 
healfh  informafion  fo  any  locafion.  If  exfends  fhe  arm  of  fhe  healfh  care 
sysfem  for  people  af  home,  work,  af  play,  af  school,  or  an5rwhere  fhe  care  is 
needed  or  desired.  For  example,  a  pafienf  wifh  a  hearf  condition  can  have 
fhe  hearf  elecfrosfimulafor  adjusted  over  fhe  Infemef  by  a  physician  locafed 
hundreds  of  miles  away.  Telemedicine  promises  improved  access  fo  care  and 
education,  increased  efficiency  in  diagnosis  and  freafmenf,  reduced  cosf  of 
providing  services,  and  improved  producfivify.  However,  high  cosfs  are 
associafed  wifh  felemedicine.  Furfher,  fhe  depersonalizafion  of  care,  along 
wifh  legal  and  legislative  resfricfion,  and  provider  resisfance  limif  fhe  use 
of  fhis  fechnology 


Conclusion 

Whaf  does  fhe  fufure  hold  for  eHealfh  and  whaf  can  we  expecf  in  fhe  fufure? 
In  forecasting  fhe  fufure,  predicfions  of  implemenfafion,  adopfion,  and  res¬ 
olution  of  challenges  need  fo  be  included.  As  fhe  Infemef  becomes  fruly 
global,  increasing  numbers  of  eHealfh  resources  will  be  developed  overseas 
and  for  global  audiences.  Thus,  issues  such  as  communicafion  barriers, 
cross-culfural  facfors,  and  international  qualify  assurance  mechanisms  will 
be  increasingly  imporfanf .  The  emergence  of  broadband  Infemef  service  and 
access  makes  if  likely  fhaf  fufure  eHealfh  applicafions  will  increasingly  pro¬ 
vide  mulfimedia  confenf,  including  full  motion  video.  Clinical  eHealfh  ser¬ 
vices,  such  as  real-time  medical  consulfafions,  will  be  in  high  demand  wifh 
an  increase  in  broadband  and  as  f raffle  congesfion  issues  resolved.  The 
number  of  people  worldwide  wifh  wireless  Infemef  access  is  expeefed  fo 
grow  from  6  million  in  2000  fo  484  million  in  2005.  The  frend  foward  hand¬ 
held  devices,  Web-enabled  phones,  and  inferaefive  felevision  will  encourage 
eHealfh  developers  fo  cafer  fo  wider  audience  segmenfs  and  spur  develop- 
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merit  for  a  variety  of  access  devices  and  formats.  With  patients  frequently 
turning  to  the  Web  for  medical  information,  health  care  players  need  to 
understand  how  important  eHealth  is  for  communicating  with  patients  and 
educating  them  to  participate  in  decisions  regarding  their  care.  Many  chal¬ 
lenges  and  questions  arise  when  we  look  into  the  future  of  eHealth.  How 
long  will  it  really  take  to  become  relativity  paperless  in  health  care?  How 
many  new,  serious  errors  will  be  caused  by  information  systems  as  their  use 
increases  in  health  systems?  What  are  the  policy,  ethical,  and  legal  issues 
around  these  emerging  technologies?  With  the  new  patient  privacy  guide¬ 
lines,  who  will  assure  secure  and  confidential  sharing  of  information  for 
access  to  the  right  stakeholders?  Who  will  pay  for  it,  and  how  much?  For 
widespread  implementation  of  eHealth  concepts,  all  of  these  questions  must 
be  addressed. 
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Foreword 

Understanding  our  workforce 

There  is  no  doubf  fhaf  manpower  is  a  fop  of  mind  issue  for  virfually  all 
pharmacy  managers,  irrespecfive  of  pracfice  seffing.  Recruifmenf  of  new 
sfaff  requires  a  greaf  deal  of  fime  and  energy  Training  fo  fhe  level  of  com- 
pefency  we  require  today  requires  subsfanfial  efforf  and  resources.  Vacancies 
are  a  fremendous  burden  on  exisfing  sfaff  who  musf,  offen  wifhouf  choice, 
sfaff  fhose  shiffs  fhaf  are  open,  including  evenings,  nighfs  and  holidays.  The 
smarf  manager  needs  fo  devofe  as  much  fime  and  affenfion  fo  fhe  retention 
of  sfaff  as  fo  recruifmenf.  Yef,  fumover  is  inevifable  and  minimizing  if  is 
essenfial  for  us  fo  be  successful  in  our  manpower  plarming. 

Knapp’s  work  in  fhis  “Pharmacisf  Workforce  Challenges”  monograph  is 
especially  illuminating.  She  has  compiled  dafa  from  each  segmenf  of  phar¬ 
macy  pracfice  and  from  virfually  every  perspective.  This  work  is  fimely  since 
ofher  healfh  professions  are  experiencing  similar  workforce  issues,  fhus  hav¬ 
ing  creafed  an  indusfry  wide  problem. 

Recenf  dafa  from  fhe  American  Healfh  Association  painf  a  bleak  picfure. 
Wifhin  fhe  hospifal  secfor,  vacancies  among  pharmacisfs  fop  ouf  af  21%, 
radiological  fechnologisfs  af  18%,  medical  records  coders  af  18%,  laborafory 
fechnologisfs  af  12%  and  nurses  af  11%.”^  Bidding  wars  for  limited  sfaffs  in 
cerfain  markefs  are  common.  Sign-on  bonuses  may  affracf  candidates,  buf 
do  fhey  build  loyally  fo  fhe  hiring  organizafion?  An  examination  of  where 
we  can  achieve  S5mergies  wifh  ofher  healfh  professions,  particularly  wifh 
nursing,  could  prove  fruifful.’^’^  Can  we  look  comprehensively  af  fhe  skills 
and  knowledge  base  of  nurses,  physicians  and  pharmacisfs  fo  defermine 
where  we  can  besf  deploy  fhese  scarce  resources?  Can  we  develop 


*  — .  The  hospital  workforce  shortage:  immediate  and  future,  http://www.ahapolicyforum.org/ 
trendwatch/twjunelOOl.asp.  Accessed  November  1,  2001. 

**  Gouveia  WA,  Shane  R.  Establishing  professional  synergy  with  nursing.  Am.  1.  Health-Syst 
Pharm.  2001;58(21). 
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multi-skilled  technical  staffs  fhaf  can  help  facilifafe  fhe  medicafion  use  sys- 
fem?  Can  we  implemenf  flexible  informafion  fechnologies  fhaf  can  supporf 
our  professional  sfaffs  wifhouf  faking  even  more  of  fheir  time  and  affenfion 
fhan  fhey  now  spend  on  informafion  managemenf? 

Many  of  fhe  issues  fhaf  caused  fhis  pharmacisf  workforce  shorfage  are 
posifive.  The  fransifion  fo  fhe  all  PharmD  degree  was  long  overdue.  The 
increased  use  of  prescripfion  drugs  has  exfended  fhe  lives  of  counfless  Amer¬ 
icans,  many  of  whom  rely  on  chronic  medicafion  use  fo  mainfain  healfh. 
Hospifals  and  fheir  ambulatory  cenfers  are  areas  of  infense  and  increasingly 
complex  medicafion  adminisfrafion.  The  medicafion  safefy  inifiafives  in 
which  pharmacisfs  are  involved  are  essential  fo  providing  safe  and  appro¬ 
priate  medicafion  adminisfrafion.  They  are  imporfanf  fo  fhe  public  in  resfor- 
ing  confidence  in  our  work  and  in  our  profession.  Pharmacisfs  are  infegrally 
involved  in  implemenfing  a  number  of  medicafion  safefy  inifiafives  and 
many  organizations  have  a  role  for  a  pharmacisf  as  medicafion  safefy  officer, 
yef  anofher  exfension  of  our  workforce.  Even  fhe  implemenfafion  and  main- 
fenance  of  computerized  physician  order  enfry  will  fake  increased  efforf  by 
pharmacisfs  fo  assure  fhe  success  of  fhese  imporfanf  sysfems. 

A  counferbalance  fo  fhe  posifive  roles  fhaf  pharmacisfs  play  is  fhe 
increase  in  fhe  amounf  of  time  fhaf  we  spend  on  reimbursemenf  and  pay- 
menf  issues.  Pharmacisfs  in  ambulafory  care  play  a  role  in  adjudicafion  of 
fhird  parfy  claims  and  often  bring  fhe  news  fo  pafienfs  fhaf  a  drug  ordered 
for  fhem  is  nof  covered  by  fheir  pharmacy  benefif.  This  often  places  us  in 
conflicf  wifh  fhe  pafienf  and  fheir  physician  in  a  sysfem  fhaf  is  nof  our 
creafion.  The  difficulf  financial  condition  of  many  hospifals  places  fhe  phar¬ 
macisf  in  roles  of  assuring  reimbursemenf  for  pharmaceuficals  for  bofh  inpa- 
fienf  and  ambulafory  care.  The  Ambulafory  Paymenf  Classificafion  (APC) 
sysfem  is  infricafe  and  ferribly  complex  and  pharmacisfs  musf  be  direcfly 
involved  in  some  aspecf  of  fhe  coding  fo  assure  paymenf.  These  roles  do  nof 
represenf  fhe  optimal  use  of  our  scarce  manpower. 

I  have  proposed  fhe  following  as  solutions  fo  pharmacy’s  workforce 
crisis.**”^  Firsf,  fhaf  pharmacy  managers  make  every  efforf  fo  make  fhe  phar¬ 
macy  work  environmenf  as  satisfying  as  possible.  Second,  fhaf  we  review 
each  pharmacisf  posifion  fo  defermine  whefher  all  of  fhe  fasks  performed 
require  a  pharmacisf’s  skill  and  knowledge.  The  selective  use  of  well  fhoughf 
ouf  and  implemenfed  informafion  sysfems  and  ofher  fechnologies  can  help 
in  fhis  regard.  Finally,  in  order  fo  be  successful  in  fhe  firsf  fwo  efforfs,  we 
musf  make  a  commifmenf  fo  refrain  pharmacisfs,  including  fhose  released 
from  fhe  performance  of  non-pharmacisf  dufies,  as  parf  of  posifion  resfruc- 
furing.  Knapp’s  dafa  and  fheir  analysis  suggesf  fhaf  fhere  will  nof  be  any 
quick  fixes  fo  fhe  shorfage  in  fhe  pharmacisf  workforce.  This  is  a  long-ferm 


***  Gouveia  WA.  Solutions  to  pharmacy’s  staffing  crisis.  Am.  J.  Health-Syst  Pharm.  2001; 
58(9):807-8. 
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problem  that  will  require  considerable  energy  and  creativity,  something  we 
have  used  in  advancing  our  profession. 


William  A.  Gouveia,  MS 

Director  of  Pharmacy 
New  England  Medical  Center 
Boston,  Massachusetts 


Executive  summary 

Background.  The  recent,  intense  interest  in  the  pharmacist  workforce  sfems 
from  fhe  perception  fhaf  fhere  are  nof  enough  pharmacisfs  fo  fill  open  posi¬ 
tions.  A  similar  shorffall  occurred  over  a  decade  ago  and  gradually  resolved. 
Therefore,  fhe  inifial  reporfs  of  a  new  shorfage  in  1998  were  nof  mef  wifh 
alarm.  If  was  nof  until  more  fhan  a  year  passed  during  which  vacancies 
confinued  fo  mounf  across  a  variefy  of  pharmacisf  employmenf  settings  fhaf 
fhe  possibilify  of  a  long-ferm  workforce  problem  was  considered.  A  Con¬ 
gressional  reporf  in  2000  characferized  fhe  pharmacisf  shorfage  as  an  acufe 
evenf  mosf  sfrongly  relafed  fo  increased  use  of  prescripfion  medicafions  and 
new  healfhcare  roles  for  pharmacisfs.  Bofh  fhese  facfors  increased  fhe 
demand  for  pharmacisfs  and  pharmaceutical  care  services. 

A  New  Model  Describing  the  Pharmacist  Workforce.  Dafa  characferizing 
fhe  pharmacisf  workforce  have  improved  over  fhe  lasf  decade.  In  2000,  fhe 
Bureau  of  Healfh  Professions  published  informafion  abouf  a  new  model  fhaf 
projecfs  pharmacisf  number  by  gender  and  age  fhrough  2020.  The  model 
esfimafes  fhere  were  196,011  acfive  pharmacisfs  in  2000  and  fhaf  pharmacisf 
numbers  will  increase  by  abouf  1.4%  per  year  fhrough  2010.  This  rafe  of 
growfh  slighfly  exceeds  fhe  projecfed  U.S.  population  growfh  of  approxi- 
mafely  1%  per  year.  The  model  also  porfrays  an  increasingly  female  phar¬ 
macisf  workforce  wifh  46%  women  pharmacisfs  in  2000  rising  fo  58%  by 
2010.  Through  2010,  pharmacisfs  leaving  fhe  workforce  by  reason  of  deafh 
or  refiremenf  will  be  predominanfly  men.  The  model  also  esfimafes  fhaf 
abouf  314  pharmacisfs  framed  oufside  fhe  U.S.  will  enfer  fhe  pharmacisf 
workforce  each  year. 

The  principal  shorfcoming  of  fhe  new  model  is  fhaf  fhe  esfimafed  head- 
counf  if  provides  does  nof  facfor  in  work  pafferns  of  pharmacisfs.  Hisfori- 
cally,  women  pharmacisfs  have  preferred  fo  work  parf-fime  during 
child-bearing  and  child-rearing  years  and  men  pharmacisfs  have  fended  fo 
work  more  fhan  a  40-hour  week.  If  fhese  patterns  were  fo  persisf,  fhe  increas¬ 
ingly  female  pharmacisf  workforce  would  coincide  wifh  a  confinually 
decreasing  work  confribufion  for  each  pharmacisf.  Anofher  work  pattern 
observed  in  women  pharmacisfs  has  been  a  preference  for  work  in  insfifu- 
fional  settings  such  as  hospifals.  If  fhe  shorfage  persisfs,  fhis  preference  could 
be  problematic  for  pharmacisf  employers  in  non-insfifufional  settings. 
Recent  Information  about  the  Pharmacist  Shortage.  In  2000,  the  American 
Society  of  Healfh-Sysfem  Pharmacisfs  (ASHP)  called  affenfion  fo  growing 
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pharmacist  vacancies  using  survey  data  from  directors  of  pharmacy.  Their 
reporf  nofed  fhaf  more  pharmacy  directors  (70%)  were  having  difficulfy 
filling  positions  requiring  experienced  pracfifioners  fhan  filling  enfry-level 
posifions  (40%).  These  findings  were  mirrored  by  survey  resulfs  from  The 
Lazarus  Reporf,  also  from  directors  of  insfifufional  pharmacies.  The  Lazarus 
Reporf  also  documenfed  rapidly  rising  pharmacisf  salaries  in  2000.  The 
National  Association  of  Chain  Drug  Stores  (NACDS),  fhrough  surveys  af 
six-monfh  intervals,  has  reported  continually  growing  vacancies  in  commu- 
nify  pharmacies  since  1998.  Drug  Topics,  a  frade  journal,  has  hacked  fhe  rise 
in  pharmacisf  salaries  across  bofh  fhe  insfifufional  and  communify  settings, 
an  indicafor  of  increased  demand.  The  Aggregate  Demand  Index,  a  monfhly 
reporf  of  fhe  difficulfy  in  filling  open  posifions  across  fhe  U.S.,  found  fhaf, 
since  1999,  fhe  highesf  unmef  demand  for  pharmacisf s  was  occurring  in 
Mirmesofa,  California,  Wisconsin,  Kenfucky  Iowa  and  Texas.  The  same  sur¬ 
vey  found  fhaf  only  in  Hawaii  and  Rhode  Island  were  supply  and  demand 
for  pharmacisfs  in  balance. 

Sorting  Out  Causes  of  the  Shortage.  The  2000  Congressional  report  con¬ 
cluded  that  the  principal  reason  for  fhe  shorfage  of  pharmacisfs  was  fhe 
recenf  growfh  in  fhe  use  of  prescription  medicafions.  Prescription  growfh 
rates  in  fhe  laffer  1990s  oufpaced  growfh  rates  earlier  in  fhe  decade  and 
greafly  oufpaced  fhe  growfh  of  pharmacisfs.  Several  facfors  confribufed.  As 
fhe  1990s  progressed,  fhe  Baby  Boomers,  a  large  population  segmenf,  enfered 
age  groups  where  medication  use  is  known  fo  accelerate.  Af  fhe  same  fime, 
fhird  parfy  coverage  increased  from  44%  of  prescripfions  in  1992  fo  78%  in 
1999  and  covered  prescripfions  are  known  fo  be  more  offen  filled  and  refilled. 
Direcf-fo-consumer  advertising  was  also  growing  in  fhe  late  1990s  furfher 
increasing  fhe  demand  for  prescription  medicafions.  Prescripfion  medicafion 
use  was  also  rising  in  fhe  insfifufional  setting  alfhough  fhis  phenomenon  is 
more  difficulf  fo  quanfify.  Overall,  all  fhese  facfors,  occurring  concurrenfly, 
increased  fhe  demand  for  pharmacisfs  and  fheir  services  beyond  fhe  avail¬ 
able  supply. 

Furfher  exacerbafing  fhe  emerging  problem  has  been  fhe  expansion  of 
pharmacisf  rotes  in  healfhcare.  ASHP  surveys  of  fhe  responsibilifies  of  ambu- 
lafory  care  pharmacisfs  in  1997  and  1999  showed  pharmacisfs  in  integrated 
healfh  systems  were  increasing  fheir  roufine  parficipafion  in  nonfradifional 
acfivifies  involving  bofh  pafienf  care  and  managemenf.  Af  fhe  same  fime, 
communify  pharmacies  began  offering  immunizafion  programs  and  pro¬ 
grams  fhaf  address  common,  chronic  diseases  freafed  primarily  wifh  medi¬ 
cafions  (for  example,  asfhma  and  diabefes  mellifus).  Screening  programs 
coupled  wifh  pafienf  educafion  fargefing,  for  example,  osteoporosis  and 
hyperfension  have  also  become  more  widespread.  These  new  acfivifies  fur¬ 
fher  increased  fhe  demand  for  pharmacisfs. 

Looking  Forward  ...  What  Can  Help?  The  supply  of  pharmacisfs  can  be 
increased  buf  probably  nof  enough  fo  serve  as  a  sole  solution  fo  fhe  shorfage 
problem.  Since  1996,  six  new  pharmacy  schools  have  opened.  Ofher  schools 
have  complefed  fhe  fransifion  fo  fhe  Doctor  of  Pharmacy  degree,  a  step  fhaf 
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often  reduces  graduate  numbers,  at  least  temporarily.  Support  for  increasing 
the  supply  of  pharmacists  must  include  steps  to  increase  applications  to 
pharmacy  schools  that  have  been  failing  since  1997. 

Pharmacists  already  in  the  workforce  can  also  contribute  to  solving  the 
shortage.  With  the  proper  incentives,  women  pharmacists  may  change  from 
traditional  work  patterns  and  work  more.  Incentives  may  also  induce  phar¬ 
macists  to  postpone  retirement  and  remain  in  the  workforce. 

Broader  use  of  pharmacy  technicians  is  another  avenue  for  coping  with 
the  shortage.  It  is  estimated  that  there  are  about  200,000  pharmacy  techni¬ 
cians  in  the  U.S.,  about  one  technician  for  every  pharmacist.  Other  data 
characterizing  pharmacy  technicians  are  sparse.  By  passing  the  Pharmacy 
Technician  Certification  Board  examination,  almost  90,000  pharmacy  techni¬ 
cians  have  demonstrated  competencies  that  give  pharmacists  and  employers 
confidence  in  delegating  responsibilities  to  them.  With  the  recognition  of 
medication  errors  as  an  unsolved,  national  problem,  however,  other  steps 
such  as  additional  training  may  also  be  necessary. 

Legislation  also  impacts  on  the  shortage  situation.  Legislation,  generally 
at  the  state  level,  is  required  to  change  the  allowable  activities  of  pharmacy 
technicians  and  other  aspects  of  delivering  healthcare.  California  and  Florida 
could  increase  the  flow  of  pharmacists  into  their  state  by  adopting  the  reci¬ 
procity  practices  of  other  states.  State-based  changes  could  also  accelerate 
the  rate  at  which  students  move  into  practice  after  graduation. 

Automation  and  technology  offer  the  strongest  possibilities  for  moving 
the  quality  of  the  medication  use  process  forward  even  if  pharmacists  are 
in  short  supply.  Many  advances  in  automation  have,  to  date,  been  applicable 
mostly  to  large  systems  such  as  the  Veterans  Affairs  system  or  the  Kaiser 
Permanente  system.  In  institutions,  automated  medication  dispensing  cabi¬ 
nets  and  bar  coding  can  enhance  safety  as  well  as  productivity.  Physician 
use  of  electronic  prescribing  software  could  make  the  process  of  dispensing 
prescriptions  safer  and  more  efficient.  The  adoption  of  automation  and  tech¬ 
nology  solutions  can  be  held  back  by  cost,  restrictive  legislation  and  the  fact 
that  many  advances  are  still  applicable  primarily  to  large  systems  while 
many  pharmacy  operations  are  relatively  small.  However,  as  recently 
pointed  out  in  an  Institute  of  Medicine  report,  the  very  limited  application 
of  technology  to  healthcare  has  been  an  obstacle  to  achieving  quality.  The 
pharmacist  shortage  may  be  a  spur  to  the  wider  and  better  use  of  automation 
and  technology  in  the  medication  use  process. 

Summary.  It  is  widely  accepted  that  the  pharmacist  shortage  is  a  reality. 
Nevertheless,  quality  gains  in  the  medication  use  process  must  move  for¬ 
ward;  and,  therefore,  multiple,  partial  solutions  should  be  considered  and 
implemented  judiciously.  These  solutions  should  be  built  on  the  expectation 
that  the  demand  for  pharmacists  and  their  services  will  continue  to  grow  in 
the  foreseeable  future. 
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Background  on  pharmacist  workforce  issues 

Over  the  past  20  years,  there  have  been  periodic  shifts  in  the  balance  between 
the  supply  and  demand  for  pharmacisfs.  For  example,  in  fhe  lafe  1980s  and 
early  1990s,  when  an  unexpecfed  shorfage  of  pharmacisfs  developed, 
employers,  educators,  fhe  professional  associafions  and  researchers  were 
perplexed.  Af  fhe  fime,  fhe  principal  source  of  informafion  abouf  healfh 
profession  workforces  was  fhe  Bureau  of  Healfh  Professions  (BHPr).  This 
organization,  which  received  federal  funding  to  reporf  fo  fhe  Congress  every 
ofher  year  abouf  fhe  sfafus  of  healfh  professions — including  pharmacy — in 
fhe  Unifed  Sfafes,  had  made  no  predicfions  abouf  an  impending  shorfage. 

Alfhough  fhaf  shorfage  was  never  explained,  one  oufcome  of  fhe  mis- 
mafch  befween  BHPr  informafion  and  whaf  was  observed  in  fhe  markef 
place  was  fhe  creation  of  fhe  Pharmacy  Manpower  Projecf  (PMP),  a  consor- 
fium  of  pharmacy  organizafions  and  fhe  Bureau  of  Healfh  Professions.  The 
PMP  organized  and  coordinated  a  national  census  of  pharmacisfs  fhaf 
showed  fhaf  in  1991  fhere  were  approximately  194,570  pharmacisfs  in  fhe 
Unifed  Sfafes  and  abouf  171,611  of  fhese  pharmacisfs  were  actively  practic¬ 
ing.  The  PMP  census  counf  mafched  quife  closely  fo  BHPr  esfimafes.  The 
close  mafch  befween  fhe  census  counf  and  fhe  esfimafes  from  BHPr  sug- 
gesfed  fhaf  whatever  was  causing  fhe  pharmacisf  shorfage  was  nof  a  mis- 
calculafion  on  fhe  parf  of  BHPr  abouf  how  many  pharmacisfs  fhere  acfually 
were  in  fhe  Unifed  Sfafes. 

Evenfually,  in  fhe  middle  1990s,  fhe  imbalance  befween  supply  and 
demand  resolved,  af  leasf  fo  fhe  exfenf  fhaf  refail  employers  were  able  fo 
open  new  pharmacies  and  insfifufional  pharmacies  were  nof  hampered  by 
workforce  shorfages.  Meanwhile,  fhe  efforfs  fo  undersfand  fhe  d5mamics  of 
fhe  early  1990s  shorfage  led  fo  fhe  realizafion  fhaf  dafa  collecfion  on  fhe 
pharmacisf  workforce  was  insufficienf.  Mosf  available  dafa  abouf  workforce 
issues  related  fo  supply  while  fhe  abilify  fo  sfudy  demand  issues  was  very 
limited.  Unless  bofh  supply  and  demand  dafa  were  available  and  could  be 
compared,  if  was  virfually  impossible  fo  reach  defensible  conclusions  abouf 
fhe  cause  of  a  workforce  imbalance.  In  response,  fhe  PMP  committed  fo  a 
broader  collecfion  of  dafa  abouf  fhe  pharmacisf  workforce  including  demand 
dafa.  These  efforfs  were  hasfened  by  evidence  of  anofher  shorfage  of  fhe 
latter  1990s. 

In  1998,  fhe  National  Association  of  Chain  Drug  Stores  (NACDS), 
speaking  on  behalf  of  ifs  member  organizafions,  announced  fhaf  anofher 
shorfage  of  pharmacisfs  appeared  fo  be  developing.  Their  alerf  was  based 
on  survey  dafa  collecfed  af  six-monfh  infervals  from  member  organiza¬ 
fions,  mosfly  chain  pharmacy  corporafions.  The  surveys  were  showing 
more  and  more  vacancies  in  pharmacisf  posifions.  From  fhaf  poinf  fo  foday, 
fhere  has  been  increasing  evidence  of  a  nafional,  dynamic  shorfage  of 
pharmacisfs.  The  sifuafion  has  sparked  reacfion  across  many  secfors  from 
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the  federal  government  to  pharmacy  corporations  to  schools  and  colleges 
of  pharmacy.  In  the  remainder  of  this  paper,  we  will  examine  this  workforce 
situation  from  both  supply  and  demand  perspectives. 


Available  information  about  the  pharmacist  workforce 

2000  Congressional  report 

In  December  2000,  the  Health  Resources  and  Services  Administration 
(HRSA)  released  a  Congressionally-mandated  report  about  the  pharmacist 
shortage.  The  report  was  titled  The  Pharmacist  Workforce:  A  Study  of  the  Supply 
and  Demand  for  Pharmacistsd  The  full  text  of  the  report  is  available  on  the 
Web  at  www.bhpr.hrsa.gov.  The  principal  findings  of  the  report  included  the 
following: 

•  There  was  (in  2000)  an  acute  shortage  of  pharmacists  in  the  United 
States  that  was  most  strongly  related  to  increased  demands  for  phar¬ 
macists  and  pharmaceutical  care  services. 

•  The  demand  for  pharmacists  and  their  services  was  not  likely  to 
slacken  in  the  next  10  years. 

•  The  growth  in  demand  was  strongly  related  to  increased  medication 
use  across  all  practice  sectors  that  had  outpaced  the  growth  of  phar¬ 
macists  and  the  U.S.  population. 

•  The  shortage  of  pharmacists  could  hinder  the  important  role  phar¬ 
macists  play  in  reducing  medication  errors  in  all  practice  settings. 

•  The  shortage  of  pharmacists  could  hinder  needed  improvements  in 
the  medication  use  process — both  in  the  care  of  patients  and  in  the 
provision  of  cost-effective  medication  use. 

•  Despite  the  addition  of  10  new  schools  of  pharmacy  since  1980  and 
near-completion  of  the  transition  to  the  entry-level  Doctor  of  Phar¬ 
macy  (PharmD)  degree,  pharmacy  graduates  were  projected  to  grow 
at  only  1.4%  through  2010 — a  rate  far  below  the  need  created  by 
expanding  roles  of  pharmacists  and  expanding  medication  use. 

•  The  shortage  had  intensified  the  competition  for  pharmacists  with 
post-graduate  training.  Those  pharmacists  with  advanced  training 
were  critical  to  resolving  the  shortage  and  improving  medication  use 
through  their  roles  as  pharmacy  faculty,  as  clinical  practitioners  with 
specialized  skills  and  as  researchers  in  the  medication  use  process. 

This  report  was  particularly  valuable  in  comparison  to  previous  efforts 
because  it  included  consideration  of  both  supply  and  demand  factors  affect¬ 
ing  the  pharmacist  workforce.  The  report  looked  at  the  dramatic,  recent 
growth  in  the  use  of  prescription  medications  and  linked  this  growth  to  a 
pharmacist  workforce  not  able  to  keep  up  with  rising  demand  either  through 
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producing  more  pharmacists  or  through  changing  systems  associated  with 
medication  use. 

The  new  Bureau  of  Health  Professions  (BHPr)  pharmacist  supply 
model 

Important  to  pharmacist  supply  considerations  are  the  projections  of  a  new 
pharmacist  supply  model  put  forth  by  the  Bureau  of  Healfh  Professions  in 
2000.^  The  new  model  supplanfed  an  earlier  supply  model  fhaf  had  been 
used  fhroughouf  fhe  1980s  and  1990s  fo  esfimafe  fhe  size  of  fhe  workforce. 
The  new  model  included  several  improvemenfs  fo  ifs  basic  sfrucfure,  a 
sfrucfure  fhaf  consisfed  of  a  base  counf  of  pharmacisfs  drawn  from  PMP 
census  dafa  fo  which  new  graduafes  were  added  armually  and  esfimafes  of 
pharmacisfs  departing  from  fhe  workforce  for  reasons  of  refiremenf  and 
deafh  were  subfracfed.  The  improvemenfs  included  addition  of  acfual  grad¬ 
uafes  (as  opposed  fo  esfimafes)  from  fhe  1990s  by  gender  and  degree,  a 
revision  of  fhe  separafion  rafes  used  fo  esfimafe  deparfing  pharmacisfs  and 
fhe  inclusion  of  infemafional  pharmacy  graduafes. 

Figure  25.1  shows  active  pharmacisfs  in  fhe  Unifed  Sfafes  including  fhe 
new  model’s  projections  of  pharmacisf  numbers  fo  2010,  af  which  fime  fhe 
model  esfimafes  224,524  acfive  pharmacisfs.  In  2000,  fhe  model  esfimafed 
fhere  were  196,011  acfive  pharmacisfs.  The  armual  growfh  of  fhe  workforce 
from  2000  fo  2010  is  projecfed  af  abouf  1.4%  per  year,  somewhaf  more  fhan 
fhe  projecfed  rafe  of  populafion  growfh,  which  is  abouf  1%.  Based  on  fhese 
esfimafes,  fhe  number  of  pharmacisfs  per  100,000  populafion  will  rise  slowly 


Figure  25.1  Active  pharmacists  in  the  U.S.:  1980-2010.  {Source:  BHPr  Pharmacist  Sup¬ 
ply  Model.) 
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to  75.  However,  as  noted  prominently  in  the  2000  HRSA  report,  the  growth 
rates  of  both  pharmacists  and  population  lag  substantially  behind  the  growth 
of  prescripfion  medicafions  (discussed  lafer). 

The  new  BHPr  model  also  described  fhe  gender  balance  of  fhe  pharma- 
dsf  workforce  as  shown  in  Figure  25.2.  During  fhe  currenf  decade,  women 
pharmacisfs  will  become  fhe  predominanf  gender.  Sfarfing  in  2000  when 
46%  of  fhe  pharmacisf  workforce  were  women,  fhe  percenf  women  pharma¬ 
cisfs  will  gradually  rise  fo  58%  by  2010.  The  significance  of  fhis  shiff  resfs 
on  fwo  esfablished  work  preferences  of  women  pharmacisfs.  The  firsf  is  a 
well-documenfed  preference  for  parf-fime  work,  especially  during 
child-bearing  and  child-rearing  years,  and  fhe  second  is  a  preference  for 
working  in  fhe  hospifal  or  insfifufional  seffing  as  compared  fo  fhe  commu- 
nify  or  refail  setting.^'''® 

The  loss  of  pharmacisfs  fhrough  deafh  and  refiremenf,  as  porfrayed  by 
fhe  BHPr  model,  is  presenfed  in  Table  25.1.  Each  year  more  fhan  2%  of  fhe 
workforce  musf  be  replaced  jusf  fo  mainfain  consfanf  numbers  of  pharma¬ 
cisfs.  Forfunafely,  BHPr  esfimafes  of  new  graduafes  exceed  7,000  each  year 
so  fhere  is  a  nef  gain  of  pharmacisfs  projecfed  fhrough  2010.  Throughouf 
fhis  decade,  fhose  pharmacisfs  leaving  fhe  workforce  will  be  predominanfly 
male  by  virfue  of  fhe  facf  fhaf  age  is  fhe  principal  deferminanf  for  leaving 
fhe  workforce;  and  among  older  pharmacisfs,  males  are  predominanf.  Table 
25.1  illusfrafes  fhe  gender  paffem  of  pharmacisfs  leaving  fhe  workforce. 
Table  25.1  also  illusfrafes  fhaf,  over  time,  fhe  gender  balance  of  deparfing 
pharmacisfs  gradually  becomes  less  male  and  more  female. 


250,000 


■  Men  □  Women 


Figure  25.2  Changing  gender  ratios  in  the  pharmacist  workforce:  1991-2010. 
{Source:  BHPr  Pharmacist  Supply  Model.) 
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Table  25.1  Pharmacist  Workforce  Losses:  Mostly  Men 


Year 

Loss  of  Men 

Loss  of  Women 

Total  Losses 

Percent  of  Total 
Workforce 

1995 

4,338 

902 

5,240 

2.9 

2000 

3,882 

1,158 

5,040 

2.6 

2005 

3,711 

1,578 

5,289 

2.5 

2010 

3,553 

2,203 

5,756 

2.6 

Source:  BHPr  Pharmacist  Supply  Model. 


Estimates  of  international  pharmacy  graduates  (IPGs),  that  is, 
U.S.-licensed  pharmacists  trained  outside  the  United  States,  were  also 
included  in  the  new  BHPr  model.  Unlike  foreign-trained  physicians,  IPGs 
in  the  U.S.  are  relatively  few  in  number;  for  example,  only  358  IPGs  passed 
the  North  American  Pharmacy  Licensure  Examination  (NAPLEX)  in  1999, 
and  this  was  the  highest  number  of  IPGs  passing  the  NAPLEX  in  recent 
years.  Likewise,  in  Galifomia,  where  there  is  a  different  licensure  examina¬ 
tion,  only  51  IPGs  tested  successfully  in  1999.  The  number  of  new  IPGs 
armually,  while  small,  has  also  been  fluctuating  with  increasing  numbers 
passing  the  NAPLEX  and  decreasing  numbers  gaining  licensure  through  the 
Galifomia  licensure  examination.  Thus,  given  these  uncertainties,  the  BHPr 
model  used  a  three-year  average  of  314  new  licensees  each  year  as  its  annual 
(unchanging)  estimates  of  IPGs.  This  number  is  a  small  fraction  of  the  over 
7,000  armual  graduates  from  U.S.  schools. 

There  is  uncertainty  about  the  future  numbers  of  IPGs  and  the  role  they 
might  play  in  allaying  the  pharmacist  shortage.  Employers  have  made  some 
efforts  to  recruit  IPGs  from  some  English-speaking  countries  with  similar 
pharmacy  training  although  recruitment  is  made  more  difficult  by  the 
requirement  of  a  special  immigration  visa.^  But  generally,  pharmacy  pro¬ 
grams  outside  the  U.S.  do  not  meet  the  increasing  educational  requirements 
of  U.S.  schools  of  pharmacy.  Where  international  educational  programs  fall 
short,  few  U.S.  schools  have  shown  an  interest  in  providing  special  programs 
to  equalize  coursework  and  particularly  clinical  experience.  Thus,  the  uncer¬ 
tainty  about  IPGs’  contribution  to  the  future  supply  of  pharmacists  remains. 

Next  step  . . .  refine  the  models 

The  BHPr  model  provides  estimates  of  future  headcounts  of  pharma¬ 
cists — clearly  a  shortcoming  in  the  sense  that  neither  men  nor  women  phar¬ 
macists  contribute,  on  average,  a  single  full-time  equivalent  (PTE)  per  per¬ 
son.  Therefore,  an  important  next  step  in  more  accurately  predicting  the  size 
and  character  of  the  future  pharmacy  workforce  is  to  overlay  what  is  known 
about  past  and  current  work  patterns  of  pharmacists  on  the  BHPr  model. 

Table  25.2  outlines  weekly  hours  worked  by  men  and  women  pharma¬ 
cists  as  recorded  in  a  2000  national  survey.^  The  study  found,  as  several 
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Table  25.2  2000  National  Workforce  Study:  Hours  Worked  Per  Week 


Work  Setting 

Males 

Females 

Retail 

42.6 

37.4 

Institutional 

43.7 

38.8 

Non-Patient  Care 

43.3 

35.7 

Source:  Pharmacy  Manpower  Project,  National  Workforce  Study,  2000. 


previous  studies  had,  that  men  pharmacists  in  three  principal  work  settings 
worked  more  than  40  hours  per  week  and  women  pharmacists  worked  less 
than  40  hours  weekly  in  the  same  settings.^'®  This  dichotomy  in  work  patterns 
has  implications  on  the  effective  size  of  the  future  workforce.  Assuming  fhaf 
fhe  women  pharmacisfs  confinue  fo  work,  on  average,  less  fhan  40  hours 
per  week,  as  fhe  workforce  becomes  more  female,  fhe  average  number  of 
hours  worked  by  each  pharmacisf  will  decrease.  For  example,  in  Table  25.2, 
in  fhe  refail  setting,  men  pharmacisfs  recorded  2.6  hours  above  a  40-hour 
workweek  while  women  pharmacisfs  worked  2.6  hours  below  fhe  40-hour 
workweek.  As  long  as  fhe  workforce  remains  predominanfly  male — unfil 
abouf  2003 — fhe  fofal  FTEs  or  fhe  effective  workforce  will  be  greafer  fhan 
fhe  headcounf.  Once  women  pharmacisfs  are  over  50%  of  fhe  workforce,  fhe 
headcounf  will  be  higher  fhan  fhe  FTE  counf. 

Table  25.3  presenfs  a  modification  of  BHPr  esfimafes  faking  info  accounf 
fhe  changing  gender  balance  of  fhe  workforce  and  corresponding  weekly 
hours  worked.^  The  fable  shows  fhaf,  in  1991,  for  example,  fhe  effecfive 
workforce  was  abouf  1%  greafer  fhan  fhe  headcounf.  By  confrasf,  in  2010, 
fhe  effecfive  workforce  will  be  abouf  3%  less  fhan  fhe  BFIPr  esfimafed  head¬ 
counf.  The  gap  will  confinue  fo  grow  unfil  a  new  equilibrium  is  reached  and 
fhe  gender  balance  of  fhe  workforce  sfabilizes.  The  growing  gap  between 
headcount  and  effective  size  of  fhe  workforce  is  nof  inevifable,  however;  for 
example,  an  increase  in  fhe  percenfage  of  male  graduafes  in  schools  of 
pharmacy  or  an  increase  in  fhe  weekly  hours  worked  by  women  pharmacisfs 
could  reduce  or  nullify  fhe  gap. 

Women  pharmacisfs  have  also  shown  a  preference  for  working  in  an 
insfifufional  pharmacy  setting — ^hospifals  and  medical  cenfers — over  a  com- 
munify  pharmacy  setting,  and  a  recenf  sfudy  showedfhaf  fhis  propensify 


Table  25.3  Headcounts  Versus  Estimated  Full-Time  Equivalents  (FTEs) 


1991 

2000 

2010 

(68%  male) 

(54%  male) 

(42%  male) 

Headcount 

171,611 

196,011 

224,524 

FTE* 

173,581 

193,412 

217,709 

*FTE  =  40  Hours  Per  Week 

Source:  Presented  at  2001  APhA  Annual  Meeting,  San  Francisco,  CA  (Gershon  SK,  Cultice 
JM,  Knapp  KK). 
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has  persisted  over  many  years. ^  In  the  context  of  a  pharmacist  shortage  and 
an  increasingly  female  workforce,  fhis  preference  could  resulf  in  greafer 
difficulfies  for  communify  pharmacy  employers.  This  preference  is,  however, 
offsef  by  anofher  long-sfanding  economic  facf;  fhaf  is,  salaries  are  higher  in 
fhe  communify  sector  (discussed  lafer).  If  fhe  pharmacisf  shorfage  persisfs, 
if  is  likely  employers  will  use  fhese  compefing  mofivafions  to  vie  for  avail¬ 
able  pharmacisfs. 

Surveys  that  shed  light  on  pharmacist  workforce  issues 

American  Society  of  Health-System  Pharmacists  (ASHP) 

The  survey  series  described  here  is  buf  one  of  several  longifudinal  surveys 
supporfed  by  ASHP.  This  survey  series  queried  432  direcfors  of  hospifal  and 
healfh-sysfem  pharmacies  abouf  fhe  difficulfy  in  filling  vacancies  in  hospi- 
fals  and  healfh  sysfems.  Figure  25.3  shows  fhe  resulfs  of  armual  surveys  in 
1999  and  2000.  The  survey  was  nof  repealed  in  2001.  The  figure  shows  fhe 
increasing  difficulfy  experienced  by  fhose  affempfing  to  fill  fhese  posifions 
between  1999  and  2000.  Also  reported  was  a  higher  level  of  difficulfy  in 
filling  posifions  requiring  experience  fhan  enfry-level  posifions  wifh  40% 
reporting  “severe”  difficulfy  in  filling  vacanf  enfry-level  posifions  while  70% 
reported  “severe”  difficulfy  filling  experienced  pracfifioner  posifions.  The 
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Figure  25.3  ASHP  surveys;  vacancies  today  compared  to  vacancies  5  years  ago. 
{Source:  ASHP  Press  Release,  7/25/00.) 
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results  suggested  that,  over  this  time  period,  the  market  for  experienced 
pharmacists  was  particularly  and  increasingly  competitive. 

The  Lazarus  Report 

This  survey  series  also  addresses  institutional  pharmacy.  Directors  of  phar¬ 
macy  from  42  insfifufions  fhroughouf  fhe  Unifed  Sfafes  regularly  submif 
informafion  abouf  fheir  pharmacy  operafions.  Figure  25.4  describes  a  portion 
of  fhe  year  2000  and  shows  fhaf  from  Spring  2000  fo  Fall  2000,  fhere  was 
some  drop  in  fhe  infensify  of  fhe  pharmacisf  shorfage  nafionally.  Figure  25.5 
shows  fhe  concomifanf,  rapid  rise  in  mean  enfry-level  salaries  fhaf  perhaps 
confribufed  fo  fhe  decline  in  open  posifions.  The  rapid  rise  in  pharmacisf 
salaries  documenfed  by  fhis  survey  is  one  indicator  of  a  demand  for  phar- 
macisfs  in  excess  of  available  supply  despite  fhe  addifion  of  new  graduafes 
info  fhe  markef  place. 

The  National  Association  of  Chain  Drug  Stores  (NACDS) 

The  NACDS  was  fhe  firsf  pharmacy  association  fo  call  affenfion  fo  fhe 
emerging  shorfage  of  pharmacisfs.  in  surveys  completed  af  six-monfh  infer- 
vals,  NACDS  idenfified  growing  numbers  of  vacancies  in  communify  phar¬ 
macies.  Figure  25.6  presenfs  fhe  resulfs  of  a  series  of  fhese  surveys.  Bofh 
full-fime  and  parf-fime  vacancies  continued  fo  climb  fhroughouf  fhe  period 
described. 
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4/00  9/00 


■  New  England  □  Upper  Atlantic  □  Southeast 

□  Midwest  □  Pacific  West  ■  Southwest 

Figure  25.4  Lazarus  Report  2000:  vacancy  rates  in  the  institutional  setting.  (Source: 
The  Lazarus  Report,  9/00.) 
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Figure  25.5  Lazarus  Report  2000:  entry  level,  annual  salaries  in  the  institutional 
setting.  {Source:  The  Lazarus  Report,  9/00.) 
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Figure  25.6  NACDS  surveys:  pharmacist  vacancies  in  member  drug  stores.  (Source: 
National  Association  of  Chain  Drug  Stores  Surveys,  1998-2000.) 


Drug  Topics 

This  publication  is  a  trade  journal  that  conducts  several  survey  series 
addressing  pharmacist  salaries  and  other  topics.  The  journal  has  been  able 
to  track  the  recent  rise  in  pharmacist  salaries.  Figure  25.7  describes  a  19.6% 
rise  in  chain  pharmacy  salaries  between  1999  and  2001  and  a  21.8%  rise  in 
hospital  pharmacy  salaries  over  the  same  period.  While  chain  pharmacy 
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1999  2001 

■  Chain  ■  Hospital 


Figure  25.7  2001  Drug  Topics  salary  survey:  average  annual  salary.  {Source:  Drug 
Topics,  3/19/01.) 

salaries  remained  higher  than  hospital  salaries,  the  gap  between  them  nar¬ 
rowed  slightly.  The  dramatic  salary  rise  over  the  two-year  period  is  another 
indicator  of  the  unmet  demand  for  pharmacisfs. 

The  Aggregate  Demand  Index  (ADI) 

The  Pharmacy  Manpower  Projecf  has  sponsored  fhis  national,  monfhly  sur¬ 
vey  since  Augusf  1999.  The  dafa  are  provided  by  panelisfs  who  are  direcfly 
involved  in  fhe  hiring  of  pharmacisfs.  Panelisfs  submif  monfhly  reporfs 
abouf  fhe  level  of  difficulfy  fhey  have  experienced  in  filling  open  positions. 
Specifically,  panelisfs  submif  a  difficulfy  rafing  for  each  sfafe  or  sfafes  where 
fhey  are  responsible  for  keeping  posifions  filled.  The  ratings  are  based  on  a 
5-poinf  scale  where  5  =  high  demand:  difficulf  fo  fill  open  posifions;  4  = 
moderafe  demand:  some  difficulfy  filling  open  posifions;  3  =  demand  in 
balance  wifh  supply;  2  =  demand  is  less  fhan  fhe  pharmacisf  supply  avail¬ 
able;  and  1  =  demand  is  much  less  fhan  fhe  pharmacisf  supply  available. 
From  fhese  ratings,  a  mean  rafing  or  demand  index  for  each  sfafe  is  defer- 
mined.  Then,  using  demand  indices  from  all  sfafes  and  fhe  Disfricf  of  Colum¬ 
bia,  a  populafion-weighfed  nafional  index  of  fhe  difficulfy  in  filling  open 
posifions,  fhe  Aggregafe  Demand  Index,  is  calculafed.  Populafion-weighfed 
regional  demand  indices  are  also  calculafed.  Figure  25.8  shows  fhe  ADI  from 
Augusf  1999  fhrough  July  2001.  Excepf  for  fhe  firsf  survey  in  Augusf  1999, 
fhe  monfhly  demand  levels  have  remained  befween  4  and  5  suggesting  fhaf 
fhere  is  an  excess  demand  over  available  supply.  The  design  and  perfor¬ 
mance  of  fhe  ADI  projecf  including  defails  abouf  fhe  selecfion  and  compo¬ 
sition  of  fhe  panel  and  findings  by  geographic  areas  and  f5^e  of  position 
have  been  reporfed.^^ 
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Figure  25.8  Aggregate  Demand  Index:  August  1999-July  2001.  (Source:  Pharmacy 
Manpower  Project,  Aggregate  Demand  Index.) 


The  monthly  results  of  the  ADI  project  are  posted  on  the  Web 
(www.pharmacymanpower.com).  The  site  can  also  be  accessed  using  the  key 
words  “pharmacy  manpower”  on  most  search  engines.  To  allow  comparisons 
over  time,  the  Web  site  for  the  project  lists  the  ADI  for  the  previous  month 
and  for  the  same  month  during  the  previous  year.  Regional  and  divisional 
indices  convey  the  level  of  demand  for  pharmacist  positions  within  smaller 
geographic  areas.  Information  at  the  state  level  is  maintained  in  the  ADI 
database  but  not  posted  on  the  Web  site  at  present.  Data  about  demand  levels 
that  organizations  face  in  filling  types  of  pharmacy  positions  (primarily 
community  positions,  primarily  institutional  positions  or  both  community 
and  institutional  positions)  have  also  been  tracked  in  the  database  but  not 
posted  on  the  Web  site. 

ADI  data  show  that  pharmacist  demand  levels  vary  substantially  at  the 
state  level.  From  August  1999  through  July  2001,  the  states  with  the  highest 
demand  level  were  Mirmesota,  California,  Wisconsin,  Kentucky,  Iowa  and 
Texas.  The  demand  levels  for  these  states  averaged  4.5  or  greater  on  the 
5-point  scale  used  by  panelists  signifying  it  was  difficult  to  fill  open  positions. 
At  the  other  extreme,  Hawaii  and  Rhode  Island  were  the  states  with  the 
lowest  demand  levels;  their  average  demand  indices  were  less  than  3.5 
suggesting  these  states  were  in  or  close  to  balance  with  respect  to  the  demand 
for  pharmacists  and  the  available  supply.  The  remaining  42  states  and  the 
District  of  Columbia  showed  average  demand  levels  between  3.5  and  4.5 
indicating  at  least  some  difficulty  in  filling  open  positions. 
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The  data  from  the  ADI  project  can  also  be  used  to  estimate  the  degree 
of  exposure  of  the  U.S.  population  to  the  pharmacist  shortage.  Based  on 
state-level  demand  data,  the  percentage  of  the  population  living  in  states 
with  varying  levels  of  demand  can  be  calculated;  for  example,  in  July  2001, 
26%  of  the  resident  U.S.  population  lived  in  states  where  the  demand  level 
was  greater  than  4.5,  72%  in  areas  where  the  demand  level  was  between  3.5 
and  4.5  and  less  than  2%  in  areas  where  the  demand  for  pharmacists  was  in 
balance  with  available  supply. 

Some  panelists  from  the  ADI  project  can  be  described  as  hiring  primarily 
community  pharmacists  (chain  pharmacy  organizations,  independent  phar¬ 
macies,  supermarkets  and  mass  merchandisers),  others  as  hiring  primarily 
institutional  pharmacists  (hospitals  and  medical  centers)  and  others  as  hiring 
both  community  and  institutional  pharmacists  (integrated  health  systems). 
From  these,  the  ADI  data  yield  demand  information  based  on  the  type  of 
organization.  Figure  25.9  shows  mean  demand  levels  for  the  three  types  of 
organizations.  From  August  1999  through  July  2001,  organizations  hiring 
both  community  and  institutional  pharmacists  reported  the  highest  difficulty 
in  filling  open  positions  (mean  4.7)  followed  by  organizations  with  primarily 
institutional  positions  (mean  4.5)  followed  by  organizations  with  primarily 
community  positions  (mean  4.0).  The  reasons  for  the  varying  levels  of  diffi¬ 
culty  are  not  known. 

Sorting  out  reasons  . . .  and  non-reasons  . . .  for  the 
pharmacist  shortage 

In  the  Congressional  report  cited  earlier,  invited  public  commentary  about 
the  cause(s)  of  the  shortage  yielded  a  variety  of  explanations.  Some  of  these 
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Figure  25.9  Demand  index  by  type  of  organization:  August  1999-July  2001.  {Source: 
Pharmacy  Manpower  Project,  Aggregate  Demand  Index.) 
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Figure  25.10  Licensed  retail  pharmacy  outlets:  1990-2000.  {Source:  National  Associ¬ 
ation  of  Chain  Drug  Stores,  Industry  Profile  2001.) 

were  supportable  by  evidence  and  others  were  not.  In  these  sections,  we 
explore  some  of  the  most  commonly  cited  reasons  for  the  shortage. 

The  growth  of  pharmacies 

A  popular  conception  is  that  the  1990s  saw  a  vast  expansion  of  community 
pharmacies.  Indeed,  many  consumers  and  pharmacists  alike  have  blamed 
the  shortage  of  pharmacists  on  the  “explosion”  of  community  pharmacies. 
Actual  counts  of  pharmacies  portray  a  different  story.  Figure  25.10  shows 
total  retail  pharmacies  from  1990  through  2000.  The  counts  include  indepen¬ 
dent,  mass  merchandise,  supermarket  and  chain  drug  pharmacies.  The  data 
illustrate  that  pharmacy  numbers  in  2000  were  over  3,000  fewer  than  in  1990. 
The  decade  saw  significant  contraction  of  the  independent  pharmacy  sector, 
significant  growth  in  the  mass  merchandise  and  supermarket  sectors  and 
modest  growth  in  the  chain  drug  store  sector.  While  there  are  other  issues 
such  as  store  size,  number  of  pharmacists  per  store  and  hours  of  operations, 
the  data  suggest  that  changes  in  the  number  of  pharmacies  do  not  explain 
the  pharmacist  shortage. 

Prescription  growth  in  the  retail  sector 

The  1990s  saw  a  tremendous  growth  in  the  use  of  medications,  particularly 
prescription  medications.  In  the  main,  patients  acquire  their  prescriptions 
through  community  pharmacies  (95%)  or  mail  order  pharmacies  (5%).  Figure 
25.11  shows  the  growth  of  prescriptions  in  the  1990s.  Through  1997,  growth 
was  averaging  about  4%  per  year.  Then  in  1998  and  1999,  growth  rates  of 
7%  and  9%  respectively  were  observed.  These  years  signaled  the  onset  of 
today’s  pharmacist  shortage.  Although  growth  backed  off  to  5%  in  2000,  the 
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Figure  25.11  Retail  prescriptions:  1992-2000.  {Source-.  IMS  Health;  NACDS  Econom¬ 
ics  Department.) 


high  numbers  of  retail  prescriptions  attained  through  the  two  years  of  rapid 
growth  could  be  seen  as  maintaining  pressure  on  a  system  being  inundated 
with  prescriptions. 

The  causes  for  the  growth  in  retail  prescriptions  throughout  the  1990s 
are  easier  to  explain  than  the  surge  observed  after  1997.  The  gradual  growth 
of  the  over-65  year-old  cohort  of  the  U.S.  population  has  driven  increased 
consumption  of  prescription  medications  throughout  the  1990s.  Table  25.4 
lists  data  showing  how  prescription  use  increases  with  age.  There  are  two 
big  jumps  in  per  capita  prescription  usage:  one  as  people  move  into  the 
45-65  year-old  age  group  and  the  next  when  they  move  into  the  65-74 


Table  25.4  Annual  Prescription  Usage  by  Age  Group  and  Gender 


Age  (Years) 

Males 

Females 

0-1 

5.6 

5.2 

5-17 

3.3 

2.4 

18-24 

3.2 

5.7 

25-44 

4.0 

8.0 

45-64 

10.4 

16.5 

65-74 

20.5 

21.1 

75-84 

23.3 

23.2 

85+ 

23.3 

23.2 

Source:  Medical  Expenditure  Panel  Study,  1996. 


Chapter  twenty-five:  Pharmacist  Workforce  Challenges 


477 


year-old  group.  The  Baby  Boomers,  a  large  segment  of  the  U.S.  population, 
are  moving  through  the  45-64  year-old  consumption  range  and  approaching 
the  higher  over-65  consumption  rate — leading  to  increased  prescription 
usage  across  the  U.S. 

A  second  cause  for  increased  prescription  consumption  throughout  the 
1990s  was  the  spread  of  prescription  drug  benefits,  usually  as  part  of  health 
plans.  In  1992,  third  party  payers  covered  the  cost  of  only  44%  of  prescrip- 
tions.’^’^*’^  By  1995,  this  percentage  had  grown  to  62%  and  by  1999  to  78%.  It 
has  been  established  that  prescriptions  paid  for  by  a  third  party  are  more 
likely  to  be  filled  and  refilled;  thus,  the  growth  in  prescription  drug  coverage 
promotes  increased  use  of  prescription  medications.  Other  factors  that  could 
contribute  are  the  growth  in  direct-to-consumer  advertising  that  creates 
demand  for  prescription  medications  and  the  increase  in  prescribers — phy¬ 
sicians  and  physician  extenders  such  as  physician  assistants  and  nurse  prac¬ 
titioners.  Pharmacists  also  prescribe  under  protocol  in  some  states. 

Why  was  the  system  inundated  by  the  rapid  prescription  growth?  As 
shown  in  Figure  25.12,  the  numbers  of  pharmacists — including  community 
pharmacists — were  only  growing  at  about  1.4%  per  year  during  the  decade 
of  the  1990s.  The  growth  of  pharmacists  and  the  growth  of  retail  prescriptions 
were  mismatched.  The  situation  becomes  worse  when  we  consider  the  over¬ 
all  growth  in  the  use  of  medications  as  shown  by  the  constant  dollar  value 
of  medications  in  Figure  25.12.  The  rationale  for  using  dollars  to  track  overall 
medication  use  requires  some  explanation. 

The  problem  with  aggregating  medication  use  across  different  practice 
settings  is  that  units  of  measurement  differ.  For  the  community  or  retail 
setting,  prescriptions  provide  a  convenient  measure  of  medication  use.  Hos¬ 
pitals  and  other  institutional  settings  do  not  use  “prescriptions”  but  rather 
“medication  orders”  as  the  basic  unit  for  medication  dispensation.  The  med¬ 
ication  order  can  involve  multiple  and  changing  doses  and,  therefore,  count¬ 
ing  medication  orders  to  measure  medication  use  is  not  appropriate.  There¬ 
fore,  when  combining  settings  to  achieve  an  estimate  of  overall  growth  in 
medication  use,  dollars  spent  on  medications,  adjusted  for  inflation,  become 
the  best  measure  available.  Dollars  are  still  of  limited  value  in  describing 
medication  use  growth  because  of  increases  in  medication  costs,  substitution 
of  more  costly  medications  for  less  costly  ones  and  other  reasons. 

As  shown  in  Figure  25.12,  the  rate  of  rise  of  the  constant  dollar  value  of 
medications  was  even  higher  than  prescription  drug  growth.  This  suggests 
that  not  only  were  retail  prescriptions  growing  but  also  the  use  of  medica¬ 
tions  in  hospitals,  medical  centers,  long  term  care  and  other  areas  where 
pharmacists  work.  Thus,  it  is  not  surprising  that  pharmacists  and  pharmacies 
were  eventually  overwhelmed,  observable  starting  in  about  1998,  by  the 
amount  of  medication  to  be  delivered  and  managed. 


****  jjyjg  Health  data  provided  by  the  National  Association  of  Chain  Drug  Stores. 
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Figure  25.12  Relative  growth  rates.  {Sources:  IMS  Health  [prescription  and  dollar 
value];  BHPr  Pharmacist  Supply  Model  [pharmacists].) 


Managed  care  and  societal  expectations 

Simultaneously  with  the  increased  use  of  medications,  pharmacists  have 
been  moving  into  new  healthcare  roles.  This  movement  is  particularly  appar¬ 
ent  in  services  to  ambulatory  patients  and  well  people  in  the  community. 
The  increased  demand  is  related  to  the  spread  of  managed  care  fhaf  empha¬ 
sizes  fhe  reduced  use  of  hospifalizafion  and  ofher  forms  of  insfifufional  care 
and  promofes  prevenfion  and  providing  care  fhrough  clinics  and  oufpafienf 
services.  The  American  Sociefy  of  Healfh-Sysfem  Pharmacisfs  (ASHP)  began 
a  survey  series  in  1997  fo  frack  fhe  acfivifies  of  pharmacisfs  in  ambulafory 
care  seffings.^^  The  series  has  focused  on  infegrafed  healfh  sysfems  including 
hospifal-based  sysfems.  The  1997  survey  inquired  abouf  routine  pharmacisf 
parficipafion  in  24  ambulafory  care  acfivifies;  by  1999,  fhe  prevalence  of  mosf 
of  fhese  acfivifies  had  increased  subsfanfially.i^  Table  25.5  shows  fhe  growfh 
observed  for  fhe  mosf  prevalenf  funcfions.  Mosf  of  fhese  acfivifies  would 
nof  be  considered  “fradifional”  pharmacisf  funcfions.  Several  were  relafed 
fo  “population  healfh,”  a  new  way  of  fhinking  abouf  healfhcare  developed 
fhrough  managed  care’s  concern  abouf  healfh  mainfenance,  prevenfion  and 
cosf  confainmenf.  Pharmacisfs,  wifh  unique  knowledge  and  experience  in 
fhe  use  of  medicafions,  were  an  increasingly  valuable  resource  fo  healfh 
sysfems  developing  formularies  and  frying  fo  confain  medication  cosfs. 
Pharmacisfs  were  also  found  fo  be  valuable  parfners  in  clinics  for  pafienfs 
wifh  chronic  diseases  such  as  asfhma,  h5q)erfension,  hypercholesferolemia 
and  diabefes  mellifus  where  medicafions  are  fhe  mainsfay  of  fherapy. 
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Table  25.5  Examples  of  Routine  Pharmacist  Participation  in  Ambulatory  Functions 
in  Integrated  Health  Systems 


Functions  Reported  by  Survey  Respondents 

1997 

1999 

Using  pharmacoeconomic  data  for  making 

76% 

82% 

formulary  decisions 

Conducting  medication  management  programs 

76% 

81% 

(DUR  and  DUE) 

Monitoring  patient  outcomes 

71% 

73% 

Conducting  wellness  and  preventive  health 

58% 

61% 

programs 

Conducting  specialized  clinics 

33% 

38% 

Source:  American  Society  of  Health-System  Pharmacists,  1999  Survey  of  Managed  Care  and 
Ambulatory  Care  Pharmacy  Practice. 


Pharmacists  were  tapped  also  to  play  a  role  in  oncology  and  anticoag¬ 
ulation  clinics.  The  survey  data  did  not  show  how  many  pharmacists  were 
working  in  these  new  areas  but  the  prevalence  of  the  activities  throughout 
integrated  health  systems  suggests  that  the  numbers  were  great  enough  to 
add  demand  for  pharmacisfs  fo  an  already  sfressed  sysfem. 

In  addifion  fo  fhe  expanding  pharmacisf  roles  documenfed  by  fhe  ASHP 
surveys,  fhere  have  been  ofher  new  roles,  alfhough  fhe  documenfafion  for 
fhese  has  nof  been  as  fhorough.  For  example,  pharmacisfs  play  an  imporfanf 
role  in  medicafion  error  reducfion.  The  awareness  of  medicafion  errors  as 
an  imporfanf  cause  of  morbidify  and  morfalify  was  heighfened  by  a  1999 
reporf  from  fhe  Insfifufe  of  Medicine. The  reporf  emphasized  fhe  need  for 
beffer  surveillance  of  fhe  medicafion  use  process  and  fhe  need  for  change 
where  sifuafions  increased  fhe  likelihood  of  errors.  The  new  emphasis  on 
fhese  acfivifies — frequenfly  involving  pharmacisfs — came  af  a  time  when  fhe 
pharmacisf  shorfage  was  already  esfablished  resulting  in  furfher  pressure 
on  pharmacisfs  and  fheir  employers. 

Anofher  area  of  role  expansion  has  been  observed  in  communify  phar¬ 
macies.  Responding  fo  public  healfh  inifiafives  for  higher  levels  of  immuni- 
zafion  and  also  an  opporfunify  for  a  new  source  of  revenue,  pharmacisfs 
began  fo  offer  immunization  programs  in  communify  pharmacies  widely  in 
fhe  latter  1990s.  Disease  managemenf  services  aimed  af  common,  chronic 
diseases  such  as  asfhma  and  diabefes  mellifus  sfarfed  appearing  in  commu¬ 
nify  pharmacies  during  fhe  same  period.  Screening  programs  coupled  wifh 
pafienf  education  componenfs  fargefing,  for  example,  osfeoporosis  and 
h5y)erlipidemia  are  becoming  more  widespread.  These  acfivifies  have  pro¬ 
vided  a  new  energy  and  enfhusiasm  for  communify  pracfice  even  where 
revenue  enhancemenf  has  been  modesf,  and  fhis  has  confribufed  fo  fheir 
continued  growfh.  Thus,  while  fhese  programs  have  increased  fhe  demand 
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for  pharmacists,  they  have  also,  with  the  continued  shortage  of  pharmacists, 
offered  a  competitive  advantage  to  employers  in  this  practice  sector. 

Responding  to  the  current  workforce  challenges 

The  several  events  that  have  driven  the  demand  for  pharmacists  and  their 
services  upward  have  shown  little  tendency  to  abate.  And  yet,  there  is  a 
commitment  to  continue  improving  the  medication  use  process  in  which 
pharmacists  play  a  key  role.  The  next  sections  briefly  explore  solutions.  Each 
of  these  is  considered  in  the  context  of  continuing  the  pursuit  of  the  highest 
quality  medication  use  process  whether  or  not  the  current  shortage  of  phar¬ 
macists  persists. 

Generating  more  pharmacists:  pharmacy  school  applications, 
enrollments  and  graduates 

Pharmacy  school  enrollments,  like  all  professional  program  enrollments, 
have  shown  fluctuations  since  the  1980s  as  external  conditions  such  as  the 
national  economy,  the  interest  level  in  science,  the  prospects  of  healthcare 
careers  and  other  variables  have  shifted.  As  noted  in  the  2000  report  to 
Congress,  a  downturn  in  pharmacy  graduates  in  the  early  1980s  potentially 
“cost”  between  16,000  and  23,000  pharmacists  for  the  workforce  going  for¬ 
ward.^  This  event  is  portrayed  in  Figure  25.13  which  shows  actual  graduate 
numbers  and  potential  graduates  under  two  alternate  scenarios:  one  where 
graduates  remain  constant  from  1980  onward  (resulting  in  about  16,000  more 
graduates)  and  another  where  graduates  theoretically  grow  at  the  rate  of  the 
U.S.  population  over  the  period,  slightly  less  than  one  percent  annually 
(resulting  in  about  23,000  additional  graduates).  The  two  scenarios  empha¬ 
size  the  importance  of  attention  to  the  “pipeline" — that  is,  applications, 
numbers  of  students  enrolling  and  numbers  of  students  graduating.  The 
impact  of  smaller  graduating  classes  lasts  literally  for  multiple  decades. 

The  application  pool  size  is  an  indicator  of  the  level  of  interest  in  phar¬ 
macy  careers.  Figure  25.14  illustrates  the  application  history  for  pharmacy 
schools  during  the  1990s.  There  was  a  strong  upward  trend  in  the  early  to 
middle  1990s  followed  by  a  sharp,  downward  trend  after  1996.  Between  1996 
and  1999,  there  was  a  drop  of  30%  in  applications.  The  reasons  for  the 
upward  and  then  downward  trends  are  not  known;  nevertheless,  the  down¬ 
ward  trend  of  the  late  1990s  was  ominous  in  that  the  need  for  more  phar¬ 
macists  was  already  apparent.  Market  factors  that  would  tend  to  increase 
interest  in  pharmacy  and  therefore  applications  include  solid  prospects  of 
employment  after  graduation  and  rising  salaries.  Both  these  factors  are 
present  in  today’s  economy  giving  hope  that  the  application  pool  will  begin 
to  grow  again. 


Figure  25.14  Pharmacy  school  applications:  1990-1999.  (Source:  American  Associa¬ 
tion  of  Colleges  of  Pharmacy.) 


482 


Managing  Pharmacy  Practice 


New  schools 

During  the  1990s,  pharmacist  graduate  numbers,  as  shown  in  Figure  25.13, 
were  held  back  somewhat  by  the  transition  to  the  entry-level  PharmD  degree 
and  enhanced  by  the  graduates  from  three  new  schools  founded  in  1987  (2) 
and  1992  (1).  From  1996  fo  fhe  presenf,  six  more  schools  were  esfablished 
fhaf  are  already  graduating  pharmacisfs;  and  ofher  schools  are  in  various 
sfages  of  developmenf  (Table  25.6).  According  fo  a  survey  of  deans  of  phar¬ 
macy  schools  reporfed  in  fhe  2000  reporf  fo  Congress,  ofher  schools  and 
colleges  of  pharmacy  are  planning  fo  expand  class  size  in  fhe  near  fufure.^ 
Whefher  fhese  actions  will  resulf  in  graduafe  numbers  exceeding  fhe  esfi- 
mafes  of  fhe  Bureau  of  Healfh  Professions  model  which  projecfs  fhe  addition 
of  fhree  new  schools  each  decade  wifh  an  average  100-person  class  in  each 
remains  fo  be  seen.  Should  expansions  and  new  schools  exceed  fhe  anfici- 
pafed  1.4%  armual  growfh  rafe  in  graduafes,  fhis  could  impacf  beneficially 
on  fhe  shorfage. 

International  graduates 

The  expanded  recruifmenf  of  infernafional  pharmacy  graduafes  has  been 
suggesfed  as  an  avenue  fo  reduce  fhe  pharmacisf  shorfage.  There  are  signif- 
icanf  barriers  fo  fhis  solufion  mosfly  relafed  fo  educafional  equivalency 
issues  fhaf  will  only  become  more  problematic  when  fhe  PharmD  becomes 
fhe  sole  enfry-level  degree  in  fhe  Unifed  Sfafes  in  2003.  Neverfheless,  special 
programs  fo  bring  infernafional  graduafes  info  educafional  equivalency 
could  be  developed  if  demand  were  sufficienf. 

Staying  in  the  workforce  ...  longer 

The  pharmacisf  workforce  would  increase  in  size  if  pharmacisfs  posfponed 
refiremenf  and  insfead  continue  fo  work  eifher  full-fime  or  parf-fime.  Like¬ 
wise,  fhe  size  of  fhe  workforce  would  be  increased  if  fewer  pharmacisfs 


Table  25.6  New  Pharmacy  Schools:  Anticipated  Class  Size  and  Program  Type 


School/ College  of  Pharmacy 

Year 

Class 

Size 

Program 

Lake  Erie  College  of  Osteopathic  Medicine 

2002 

78 

Accelerated 

Nevada 

2001 

40 

Accelerated 

Palm  Beach  Atlantic 

2001 

45 

University  of  California,  San  Diego 

2002 

25 

University  of  Nevada 

2003 

40 

University  of  New  England 

2001 

Accelerated 

University  of  Oklahoma 

2001 

Accelerated 

Source:  Drug  Topics,  3/5/01. 
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changed  to  other  t5^es  of  work.  A  recent  study  showed  that,  in  2000,  phar¬ 
macists  were  not  leaving  practice  in  greater  numbers  than  in  1990  despite 
the  shortage  and  its  pressures.^  Thus,  it  is  unlikely  that  these  avenues  would 
substantially  impact  on  the  shortage. 

Expanding  the  pharmaceutical  care  team:  pharmacy  technicians 

Pharmacy  technicians  assist  pharmacists  under  supervision;  they  contribute 
particularly  to  the  medication  distribution  process.  Laws  and  regulations 
about  the  use  of  fechnicians  vary  from  sfafe  fo  sfafe,  and  fhere  has  been 
pressure  fo  expand  fhe  use  of  pharmacy  fechnicians  as  fhe  pharmacisf  shorf- 
age  has  persisfed.  Unforfunafely,  fhere  has  been  a  paucify  of  published  dafa 
abouf  pharmacy  fechnicians.  The  2000  reporf  fo  Congress  esfimafed  fhaf 
fhere  were  abouf  200,000  pharmacy  fechnicians  in  2000,  a  ratio  of  approxi- 
mafely  one  fechnician  for  every  pharmacisf. ^ 

Mosf  parfies  knowledgeable  abouf  pharmacy  issues  agree  fhaf  pharmacy 
fechnicians  have  become  more  imporfanf  in  recenf  years  in  delivering  phar¬ 
maceutical  care  and  have  fhe  pofenfial  fo  aid  in  addressing  fhe  pharmacisf 
shorfage.  The  expanded  use  of  fechnicians  is  nof,  however,  wifhouf  prob¬ 
lems.  On  one  hand,  proponenfs  of  broader  responsibilifies  for  fechnicians 
argue  fhaf  pharmacy  fechnicians  can  relieve  pharmacisfs  of  many  fasks  fhaf 
do  nof  require  fheir  professional  judgmenf  and  free  fhem  for  ofher  acfivifies 
where  fheir  professional  framing  is  required.  On  fhe  ofher  hand,  fhose  focus¬ 
ing  on  medicafion  safefy — including  many  pharmacisfs — poinf  fo  fhe 
uneven  framing  of  pharmacy  fechnicians  and  fo  incidenfs  where  serious 
errors  involving  fechnicians  have  occurred. A  nafional  cerfificafion  pro¬ 
gram  for  pharmacy  fechnicians,  offered  fhrough  fhe  Pharmacy  Technician 
Cerfificafion  Board  (PTCB),  has  been  a  major  advance  in  fhe  sfandardizafion 
of  fechnician  compefencies  and  skills.  The  program  has  been  widely  and 
increasingly  embraced  by  individual  sfafes.  As  of  Sepfember  2001,  89,620 
pharmacy  fechnicians  had  passed  fhis  cerfificafion  examination,  close  fo  one 
half  fhe  esfimafed  number  of  fechnicians  nafionally^*’  The  number  of  cerfified 
fechnicians  has  risen  rapidly  as  only  47,973  fechnicians  were  PTCB-cerfified 
in  1999. 

Increased  productivity 

There  are  several  ways  fhaf  fhe  pharmacisf  workforce  could  become  more 
productive.  For  example,  an  immediafe  gain  in  producfivify  would  be 
observed  if  women  pharmacisfs  worked  more  hours  weekly.  A  comparison 
befween  a  1990  survey  and  a  2000  survey  showed  fhaf  women  have  indeed 
increased  weekly  work  hours  buf  have  still  averaged  less  fhan  a  40-hour 
workweek.'* 

Re-engineering  fhe  pharmacy  work  place  has  also  been  suggesfed  fo 
increase  efficiency.*^  Previous  sfudies  of  fhe  acfivifies  of  pharmacisfs  have 
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shown  that  handwritten  prescriptions  lead  to  lost  productivity  as  pharma¬ 
cists  and  physicians  lose  time  clarifying  handwriting. A  study  sponsored 
by  the  NACDS  showed  that  electronic  communication  problems  between 
pharmacies  and  insurance  programs  reduce  pharmacist  productivity.^^ 
Respondents  cited  in  the  2000  report  to  Congress  noted  that  pharmacists  and 
technicians  do  not  work  together  optimally  resulting  in  decreased  produc¬ 
tivity;  they  suggested  that  pharmacy  students  learn  how  to  work  with  tech¬ 
nicians  as  part  of  fheir  framing.^ 

Regulatory  changes 

As  nofed  earlier,  fhe  confinuing  shorfage  has  led  fo  fhe  infroducfion  of 
sfaf e-level  legislation  fo  broaden  fhe  use  of  pharmacy  fechnicians.  Anofher 
avenue  of  possible  regulatory  change  relates  fo  licensure  reciprocify.  Af 
presenf,  California  and  Florida  are  fhe  only  two  sfafes  fhaf  do  nof  recognize 
pharmacisf  licensure  achieved  fhrough  passing  fhe  Norfh  American  Phar- 
macisf  Licensure  Examination  (NAPLEX).  Were  fhese  sfafes  fo  adopf  reci¬ 
procify  agreemenfs  similar  fo  fhose  fhaf  exisf  fhrough  fhe  resf  of  fhe  nafion, 
fhe  flow  of  pharmacisfs  info  fhese  highly  populated  and  high  demand 
(according  fo  fhe  ADI  projecf)  sfafes  could  be  eased.  If  should  be  nofed, 
however,  fhaf  fhis  measure  would  nof  increase  fhe  number  of  pharmacisfs. 
Ofher  regulafory  changes  such  as  allowing  sfudenfs  fo  fake  fhe  NAPLEX 
during  fheir  final  year  of  pharmacy  school  could  accelerate  fhe  rafe  of  enfry 
of  new  pharmacisfs  info  fhe  workforce. 

Automation  and  technology 

The  expanded  use  of  automation  and  fechnology  probably  offers  fhe  sfron- 
gesf  possibilifies  for  moving  fhe  qualify  of  fhe  medication  use  process  for¬ 
ward  even  if  pharmacisf  producfion  is  relafively  slow  growing.  Automation 
for  fhe  preparation  of  prescripfions  has  been  widely  adopfed  in  large,  closed 
sysfems  such  as  fhe  Veferans  Affairs  system  and  fhe  Kaiser  Permanenfe 
infegrafed  healfh  sysfem.  Automated  prescripfion  filling  in  a  cenfral  phar¬ 
macy  facilify  fhaf  would  acf  as  a  hub  for  clusfers  of  communify  pharmacies, 
known  as  cenfral  fill,  may  speed  prescripfion  preparafion  while  preserving 
opporf unifies  for  counseling  and  monitoring  ambulatory  pafienfs.  Wifhin 
hospifals,  fhe  use  of  bar  coding,  highly  sophisficafed  medication  dispensing 
cabinefs  and  aufomafed  medicafion  preparafion  promofe  enhanced  safefy 
as  well  as  producfivify.  Their  wider  adopfion  is  likely  if  pharmacy  persormel 
remain  in  shorf  supply.  Physician  use  of  elecfronic  prescribing  software 
promises  fo  reduce  or  eliminafe  problems  relafed  fo  illegibilify  of  prescrip¬ 
fions  and  medicafion  selection  where  a  formulary  is  in  effecf.  The  processing 
of  prescripfion  claims  could  benefif  from  sfandardizafion,  likely  fo  be 
achieved  fhrough  fechnology  and  resulting  in  better  pharmacisf  producfivify. 
Respondenfs  cifed  in  fhe  2000  reporf  fo  Congress  advocated  fhe  adopfion  of 
a  universal  prescripfion  card  fo  achieve  fhis  aim.i 
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The  decision  to  expand  the  use  of  automation  and  technology  may  be  a 
viable  solution  to  address  pharmacy  staff  shorfages  for  some  pharmacy 
operafions;  however,  fhe  adoption  of  automation  and  fechnology  can  be  held 
back  by  cosf,  resfricfive  legislafion  and  fhe  facf  fhaf  many  advances  are  still 
applicable  primarily  to  large  operafions  while  many  pharmacy  operafions 
are  relatively  small.  The  2001  reporf  of  fhe  Insfifufe  of  Medicine  nofed  fhaf 
fhe  very  limifed  application  of  fechnology  fo  healfhcare  has  been  an  obsfacle 
fo  achieving  qualify. The  exisfence  of  a  pharmacisf  shorfage  may,  indeed, 
furn  ouf  fo  be  a  spur  fo  fhe  wider  and  beffer  use  of  automation  and  tech¬ 
nology  in  fhe  medication  use  process. 


Summary 

The  exisfence  of  a  pharmacisf  shorfage  in  fhe  Unifed  Sfafes  is  an  esfablished 
facf.  This  sifuafion  has  developed  af  fhe  same  fime  fhaf  nafional  priorifies 
for  improved  safefy  and  qualify  in  fhe  medicafion  use  sysfem  have  achieved 
wide  supporf.  Because  if  is  unlikely  fhaf  fhe  number  of  new  pharmacisfs  can 
be  greafly  increased,  fhe  simulfaneous  implemenfafion  of  multiple  parfial 
solufions  should  be  considered.  These  solufions  should  be  considered  in  fhe 
lighf  of  confinuing  progress  toward  a  medicafion  use  sysfem  of  fhe  highesf 
qualify  and  a  likely  scenario  fhaf  fhe  demand  for  pharmacisfs  and  fheir 
services  will  confinue  fo  exceed  fhe  available  supply. 
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The  U.S.  healfh  care  markef  is  experiencing  profound  sfresses.  As  fhe  cosf 
of  developing  new  drugs  has  risen  subsfanfially,  wifh  generally  cifed  cosf 
figures  ranging  befween  $500  million  and  $800  million,  pharmaceutical  pre¬ 
scription  prices  have  increased  af  rafes  fhaf  are  of  major  public  concern  fo 
users,  providers,  and  payers  alike.  According  fo  IMS  Healfh,  fhe  U.S.  leads 
fhe  world  in  fhe  rafe  of  spending  growfh  on  pharmaceuticals,  having  aver¬ 
aged  a  cumulative  average  growfh  rafe  of  14%  over  fhe  lasf  10  years.  This 
compares  fo  11%  in  ofher  major  markefs  of  Europe  and  Asia.  The  U.S. 
pharmaceufical  markef  has  grown  from  $61  billion  in  1993  fo  an  anficipafed 
$223  billion  in  2003. 

A  number  of  reasons  explain  fhis  increase.  The  average  cosf  per  day  of 
care  has  increased  as  newer,  more  expensive  drugs  have  replaced  older  ones. 
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There  have  been  price  increases  on  many  of  the  older  drugs  as  well.  In 
addition,  the  number  of  days  a  user  takes  a  drug  has  also  grown  in  recent 
years.  Also,  there  has  been  an  increase  in  the  number  of  people  taking 
prescription  drugs.  Drug  consumption  and  prices  have  grown  substantially 
and  so  has  the  attention  devoted  to  these  increases. 

The  market  for  pharmaceutical  drugs  is  shaped  by  a  number  of  trends, 
including  an  aging  population,  a  changing  economy,  a  slowdown  in  the  Food 
and  Drug  Administration  (FDA)  new  drug  approvals,  government  reim¬ 
bursement  policies,  and  the  uncertain  role  of  managed  care  providers.  Two 
drug-specific  changes  will  have  major  impacts  on  the  way  people  learn  about 
and  buy  drugs:  direct-to-consumer  (DTC)  advertising  and  switches  of  pre¬ 
scription  drugs  to  over-the-counter  (OTC)  drugs.  The  U.S.  is  virtually  alone 
in  permitting  DTC  advertising  of  prescription  drugs.  Although  allowed  in 
the  U.S.  since  1980,  DTC  spending  has  exploded  in  recent  years  and  shows 
every  sign  of  continuing  to  do  so.  At  the  same  time,  there  is  a  growing 
movement  to  switch  certain  types  of  prescription  drugs  to  OTC  status,  offer¬ 
ing  new  medical  options  and  challenges  for  patients  and  heath  care  profes¬ 
sionals. 


Direct-to-consumer  (DTC)  advertising 

Growth  of  DTC  advertising 

DTC  advertising  of  prescription  drugs  has  become  a  highly  visible  and  even 
contentious  issue.  Although  only  the  U.S.  and  New  Zealand  allow  DTC 
advertising,  this  t5^e  of  advertising  has  actually  been  in  place  in  the  U.S. 
for  some  time,  begirming  in  1980  with  three  printed  ads  for  prescription 
drugs.  First  appearing  in  the  popular  magazine  Readers  Digest,  these  ads  laid 
the  foundation  of  what  has  become  a  multibillion  dollar  level  of  advertising 
expenditure. 

In  1983,  the  FDA  imposed  a  moratorium  on  DTC  advertising  to  permit 
the  collection  and  evaluation  of  evidence  on  the  then  new  advertising  tool. 
Mindful  of  potential  first  amendment  arguments,  the  FDA  lifted  the  mora¬ 
torium  in  September  1985.  Although  the  FDA  commissioner  at  the  time.  Dr. 
Arthur  Hull  Hayes,  personally  felt  that  DTC  was  not  in  the  public  interest, 
the  FDA  concluded  that  the  existing  regulations  were  adequate  to  cover  such 
advertising. 

In  the  1990s,  DTC  advertising  increased  dramatically.  Technically,  DTC 
advertising  through  electronic  media  had  been  legal  since  end  of  the  FDA 
moratorium  in  1985.  In  the  1997  Federal  Food,  Drug,  and  Cosmetic  Act, 
the  FDA  required  DTC  advertisers  to  disclose  major  risks  in  using  the 
advertised  drug  and  to  make  adequate  provision  for  “information  in  brief 
summary  relating  to  side  effects,  contraindications  and  effectiveness.”^ 
Uncertainty  existed  though  about  what  constituted  “adequate  provision.” 
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In  1997  the  FDA  again  addressed  the  definitional  question,  issuing  guide¬ 
lines  to  clarify  whaf  consfifufed  adequafe  provision  for  broadcasf  adver- 
fising.  Under  fhe  new  guidelines,  drug  broadcasfs  had  fo  refer  fhe  audience 
fo  four  sources  fo  obfain  furfher  informafion: 

1.  The  doctor 

2.  A  foil-free  number 

3.  A  Web  site 

4.  Prinf  adverfisemenf 

DTC  spending  increased  rapidly  from  fhe  mid-1990s.  DTC  expendifures 
increased  over  200%  from  1996  fo  2000,  wifh  fhe  fofal  approaching  $2.5  billion 
in  2000.  The  mosf  rapid  porfion  of  fhe  increased  spending  came  from  fele- 
vision  adverfising.  In  1996,  felevision  spending  represenfed  more  fhan  a 
quarfer  of  fhe  fofal  amounf  spenf,  wifh  prinf  and  ofher  adverfising  consfi- 
fufing  more  fhan  70%  of  DTC  spending.  By  2000,  fhe  relafionship  had 
changed  complefely:  felevision  represenfed  63%  of  all  DTC  adverfising, 
whereas  prinf  and  ofher  form  of  adverfising  had  declined  fo  abouf  a  fhird. 

The  reasons  for  fhe  large  increase  in  DTC  adverfising  are  complex.  The 
greafer  specificify  of  fhe  1997  FDA  regulafory  guidelines  mosf  cerfainly 
helped  clarify  fhe  marketing  landscape  for  DTC  adverfising.  However,  DTC 
spending  had  already  begun  fo  soar  dramatically  before  fhe  issuance  of  fhe 
guidelines.  The  clarify  of  fhe  new  guidelines  probably  facilifafed  additional 
DTC  adverfising.  If  is  more  likely  fhaf  fhe  guidelines  were  a  response  fo  fhe 
increased  spending  rafher  fhan  fhe  converse. 

Many  observers  poinf  fo  an  increase  on  fhe  parf  of  consumers  fo  be  more 
involved  in  fheir  own  healfh  care  as  a  reason  for  increased  DTC  spending. 
Healfh  care  informafion  sources  have  become  more  abundanf  and  accessible, 
fhe  Infernef  being  fhe  mosf  sfriking  example.  As  one  critic  of  DTC,  Sidney 
M.  Wolf,  wrote,  “During  fhe  pasf  fwo  decades,  fhere  has  been  an  irreversible 
change  in  fhe  nafure  of  fhe  docfor-pafienf  relafionship.  Pafienfs  are  seeking 
much  more  medical  informafion  and  are  acfively  parficipafing  in  decisions 
affecting  fheir  healfh.”^  DTC  adverfising  mighf  have  been  parfly  a  response 
by  pharmaceutical  companies  fo  fhe  changing  ouflook  by  consumers.  Many 
consumers  were  responsive  fo  more  informafion  abouf  prescription  drugs, 
and  fo  some  pharmaceufical  companies,  direcf  adverfising  seemed  a  fimely 
response. 

The  growfh  of  managed  care  and  formulary  compliance  mighf  also  have 
played  a  role.  This  change  in  fhe  healfh  care  landscape  was  perceived  by 
many  in  fhe  pharmaceufical  indusfry  as  puffing  added  downward  pressure 
on  drug  prices.  Direcf  appeal  fo  healfh  care  professionals  was  nof  regarded 
by  pharmaceufical  companies  as  incremenfally  effecfive  as  if  had  once  been. 
Promotions  direcfly  fo  consumers  represenfed  anofher  way  fo  reach  fhe 
consumer. 
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DTC  advertising  as  a  strategy 

For  as  topical  as  DTC  spending  is,  promotion  on  professionals,  especially 
free  samples  and  office-based  promofions,  represenfs  a  much  higher  level  of 
spending  by  pharmaceufical  companies.  Tofal  pharmaceufical  company 
spending  in  fhe  U.S.  for  promofion  fo  professionals  rose  from  $8.4  billion  in 
1996  fo  $13.2  billion  in  2000.  Alfhough  nof  increasing  as  fasf  as  DTC  adver¬ 
tising,  professional  promofion  remains  a  significanfly  higher  proportion  of 
markefing  cosfs  in  fhe  U.S.  fhan  does  DTC  adverfising.  DTC  spending  is 
increasing  fasfer  fhan  ofher  forms  of  promofion,  offen  af  fhe  expense  of  fhese 
markefing  and  sales  avenues. 

DTC  adverfising  has  nof  represenfed  incremenfal  markefing  spending 
by  fhe  pharmaceufical  indusfry.  Relative  fo  producf  sales,  fofal  spending  on 
markefing  promofion  of  all  f5^es,  including  fo  healfh  care  professionals  and 
DTC,  has  remained  fairly  sfable  since  1996,  af  14  fo  15%  of  sales  (Table  26.1). 
Many  pharmaceufical  companies  have  decided  fo  spend  a  relafively  higher 
share  of  fheir  markefing  dollars  on  DTC  adverfising,  offen  faking  fhe 
increased  spending  from  ofher  markefing  efforfs. 

DTC  adverfising  is  fairly  resfricfed  in  applicafion.  Pharmaceufical  com¬ 
panies  follow  a  variefy  of  markefing  sfrafegies  for  fheir  various  drugs, 
including  fhe  use  of  DTC  adverfising.  However,  DTC  adverfising  has  nof 
been  used  as  a  markefing  fool  for  many  pharmaceufical  producfs.  The  vasf 
majorify  of  drugs  make  little  fo  no  use  of  DTC  adverfising  programs.  In 
confrasf,  promofion  fo  professionals  can  be  used  for  nearly  every  brand  name 
drug.  Pharmaceufical  companies  employ  some  combination  of  office-based 
promofion,  hospifal-based  promofion,  professional  journal  adverfising,  and 
free  samples  for  virfually  every  drug  fhey  sell.  The  relative  imporfance  of 
fhese  more  fradifional  markefing  elemenfs  in  professional  promofion  mighf 
vary,  depending  on  fhe  fype  of  drug.  In-pafienf  indicafions,  for  insfance, 
offen  receive  a  relafively  more  concenfrafed  emphasis  in  hospifal  promofions 
fhan  do  ofher  f5^es  of  indicafions.  However,  almosf  every  drug  probably 
receives  some  level  of  markefing  promofion  fo  healfh  care  professionals.  This 
is  nof  fhe  case  wifh  DTC  adverfising. 


Table  26.1  Spending  on  Direct-to-Consumer  and  on  Promotion  to  Health  Care 
Professionals  in  the  U.S.  as  a  Percentage  of  Pharmaceutical  Company  Sales 


1996 

1997 

1998 

1999 

2000 

Direct-to-consumer 

1.2 

1.5 

1.6 

1.8 

2.2 

advertising 

Promotion  to  professionals 

12.9 

13.8 

13.7 

11.8 

11.8 

Total 

14.1 

15.3 

15.3 

13.6 

14 

Source:  From  IMS  Health  presentation  at  the  Pharmaceutical  Business  seminar,  London,  June 
24,  2003. 
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The  DTC  tool  is  used  more  selectively.  Some  indications  are  advertised 
more  than  others,  and  some  particular  drugs  are  advertised  more  than  others. 
Spending  on  DTC  advertising  is  concentrated  on  a  few  products  and  will 
probably  remain  so.  In  2000,  only  20  prescription  drugs  accounted  for  almosf 
60%  of  all  indusfry  DTC  spending  (Table  26.2).  Drug  companies  employ  DTC 
advertising  fhough  for  a  variefy  of  drug  classes,  including  anfidepressanfs, 
anfihisf amines,  anfihyperlipidemics,  and  anfi-inflammafory  agenfs.  DTC 
spending  differs  by  drug  class  and  individual  drug. 

Some  fypes  of  drugs  have  almosf  no  DTC  money  spenf  on  fhem,  whereas 
ofher  drugs  receive  subsfanfially  higher  DTC  spending.  For  example,  in  1999, 
DTC  spending  consfifufed  6.1%  of  all  pharmaceufical  company  sales  spend¬ 
ing  for  anfihisfamines  and  11.6%  of  sales  expendifures  for  nasal  sprays.  Ofher 


Table  26.2  Direct-to-Consumer  Advertising  in  2000  on  the  Top  20  Most  Advertised 
Drugs 


Ranking 

Trade  Name  of 
Drug 

Type  of  Drug 

Spending  on 
DTC 

Advertising 
(Million  $) 

1 

Vioxx 

Anti-inflammatory 

161 

2 

Prilosec 

Antiulcer 

108 

3 

Claritin 

Antihistamine 

100 

4 

Paxil 

Antidepressant 

92 

5 

Zocor 

Antihyperlipidemic 

91 

6 

Viagra 

Erectile  dysfunction 

90 

7 

Celebrex 

Anti-inflammatory 

79 

8 

Flonase 

Anti-inflammatory  for  nasal  allergies 

78 

9 

Allegra 

Antihistamine 

67 

10 

Meridia 

Weight  loss 

65 

11 

Flovent 

Antiasthmatic 

63 

12 

Pravachol 

Antihyperlipidemic 

62 

13 

Zyrtec 

Antihistamine 

60 

14 

Singulair 

Antiasthmatic 

59 

15 

Lipitor 

Antihyperlipidemic 

59 

16 

Nasonex 

Nasal  allergies 

53 

17 

Ortho  Tri-Cyclen 

Oral  contraceptive 

47 

18 

Valtrex 

Antiviral  for  genital  herpes 

40 

19 

Lamisil 

Antifungal  for  toenail  fungus 

39 

20 

Prempro 

Hormone  replacement  therapy 

38 

Source:  From  IMS  Health  presentation  at  the  Pharmaceutical  Business  seminar,  London,  June  24, 
2003. 

Note:  All  drugs  listed  are  registered  trademarks. 
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drug  types  receive  DTC  support,  but  at  appreciably  lower  levels  as  a  per¬ 
centage  of  sales.  A  case  in  point  is  antidepressants,  for  which  only  0.5%  of 
sales  were  devofed  fo  DTC  advertising  in  1999.  DTC  adverfising  may  be  a 
componenf  of  fhe  markefing  mix  for  a  number  of  drugs;  however,  fhe  impor- 
fance  of  fhe  piece  varies  by  drug  class. 

Wifhin  a  specific  drug  class,  pharmaceutical  companies  appear  fo  use 
DTC  adverfising  for  some  drugs  buf  nof  ofhers.  For  example,  in  1999,  Paxil 
was  fhe  only  anfidepressanf  for  which  subsfanfial  sums  were  spenf  on  DTC 
adverfising.  Yef  fhe  drug  faced  many  compefifors.  Likewise,  Prilosec  was 
fhe  only  profon-pump  inhibifor  for  which  fhe  sponsor  company  spenf  large 
amounfs  on  DTC.  In  confrasf,  mosf  nonsedating  anfihisfamines  were  adver¬ 
tised  fo  consumers.  Some  fypes  of  drugs  lend  fhemselves  more  easily  fo  DTC 
adverfising,  buf  decisions  on  specific  drug  adverfising  programs  appear  fo 
depend  on  fhe  respective  pharmaceutical  company’s  markefing  sfrafegy. 

There  appear  fo  be  higher  levels  of  DTC  adverfising  spending  on  pre¬ 
scription  drugs  associafed  wifh  low  incidence,  mild  side  effecfs.  Also,  drugs 
receiving  DTC  adverfising  supporf  usually  freaf  chronic  condifions.  If  is  nof 
always  clear  why  one  particular  drug  in  a  class  receives  DTC  supporf 
whereas  ofhers  in  fhaf  class  do  nof.  The  decision  fo  use  DTC  adverfising  for 
a  parficular  drug  may  be  fraceable  only  fo  fhe  specific  individuals  in  a  drug 
company  pursuing  a  parficular  markefing  sfrafegy. 

Offen,  DTC  spending  is  higher  for  newer  drugs  or  drugs  wifh  no  generic 
compefifion.  If  should  be  kepf  in  mind  fhaf  alfhough  DTC  adverfising  firsf 
appeared  in  fhe  early  1980s,  DTC  adverfising  is  fundamenfally  sfill  a  rela¬ 
tively  new  markefing  fool.  Pharmaceutical  companies  are  confinuing  fo  learn 
abouf  fhe  fool  and  when  if  is  mosf  effecfive.  For  insfance,  producfs  facing 
pafenf  expiry  seem  fo  gain  less  from  adverfising.  Wifh  pafenf  expiry,  fhese 
drugs  offen  face  sfem  price  compefifion  from  generics,  experiencing  rapid 
drops  in  sales. 

On  fhe  ofher  hand,  mafure  drugs,  lafe  in  fheir  producf  life  cycle,  mighf 
have  been  approved  for  new  indications.  Subsfanfial  DTC  adverfising  cam¬ 
paigns  mighf  be  used  for  fhese  drugs’  new  indicafions  as  a  way  fo  differen- 
fiafe  fhe  drugs  from  ofhers  in  fhaf  drug  class.  An  example  again  is  Paxil, 
which  began  a  significanf  DTC  adverfising  campaign  for  a  new  indicafion, 
social  anxiefy  disorder. 

The  effectiveness  of  DTC  adverfising  is  sfill  being  debafed.  Surveys  of 
consumers  lead  fo  fwo  initial  conclusions.  Firsf,  a  large  and  growing  majorify 
of  consumers  are  aware  fhaf  fhere  is  adverfising  for  individual  prescription 
drugs.  Second,  abouf  a  quarfer  of  consumers  have  discussed  a  parficular 
drug  wifh  fheir  docfor  based  on  adverfisemenfs  fhaf  fhey  see.  Relafively  few 
consumers  fhough,  less  fhan  one  in  fwenfy,  reporf  acfually  asking  for  and 
receiving  fhe  drug  fhey  had  discussed.^  Many  doctors  also  indicate  having 
been  asked  by  pafienfs  for  specific  prescription  drugs  by  name,  and  high 
percenfages  of  doctors  indicafe  fhaf  fhey  are  willing  fo  prescribe  fhe  brand 
requested  if  if  is  consisfenf  wifh  fhe  medical  needs  of  fhe  pafienf.  One  survey 
found  fhaf  nearly  fhree-quarfers  of  family  physicians  even  believed  fhaf  DTC 
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advertising  put  pressure  on  physicians  to  prescribe  drugs  that  they  would 
not  otherwise  have  prescribed^ 

Concerted  efforts  are  being  made  by  supporters  and  opponents  alike 
to  understand  the  impact  of  DTC  adverfising  on  bofh  fhe  docfor  and 
pafienf.  The  largesf  porfion  of  drug  markefing  efforf  fhough  will  remain 
concenfrafed  on  fhe  physician.  DTC  adverfising  will  likely  only  increase, 
buf  DTC  adverfising  is  unlikely  fo  replace  physician-direcfed  promofion.^ 
Wifhouf  a  doubf,  DTC  adverfising  will  remain  a  confroversial,  even  con- 
fenfious,  issue. 


The  DTC  advertising  controversy 

DTC  is  a  very  visible  issue,  perhaps  for  fwo  reasons.  Spending  on  prescrip- 
fion  drugs  is  fhe  fasfesf  growing  segmenf  in  fhe  healfh  care  budgef.'^  Policy 
makers,  consumers,  healfh  care  professionals,  and  pharmaceufical  compa¬ 
nies  have  focused  exfensive  affenfion  on  fhe  cosf  of  prescripfion  drugs  in 
fhe  U.S.  If  is  nof  jusf  fhe  cosf  of  drugs  fhaf  makes  fhe  issue  so  fopical.  DTC 
adverfising  uses  felevision  exfensively,  so  millions  of  people  are  direcfly 
aware  of  prescripfion  drug  adverfising.  Prinfed  DTC  adverfising  had  been 
around  since  fhe  1980s.  The  use  of  felevision  as  an  adverfising  medium 
significanfly  changed  fhe  infensify  of  fhe  debafe. 

Proponenfs  of  DTC  adverfising  asserf  fhaf  such  promofion  by  fhe  drug 
indusfry  produces  beffer-informed  consumers  and  ulfimafely  leads  fo 
improved  healfh  care.  Some  proponenfs  draw  on  firsf  amendmenf  issues  of 
free  speech,  arguing  fhaf  consumers  should  have  fhe  righf  fo  be  more 
informed  abouf  healfh  care  opfions.  Opponenfs  lamenf  fhaf  DTC  adverfising 
encourages  fhe  use  of  expensive,  wasfeful  medicines,  ulfimafely  disfracfing 
medical  affenfion  and  harming  fhe  qualify  of  healfh  care.  More  severe  crifics 
argue  againsf  adverfising  in  any  form  as  a  fool  in  medical  care,  and  asserf 
fhaf  pharmaceufical  companies  make  excessive  profifs  by  getting  consumers 
fo  spend  money  on  urmeeded  or  urmecessarily  expensive  drugs. 

Opposition  to  DTC 

Sidney  Wolf  mainfains  fhaf  many  drug  adverfisemenfs  are  nof  balanced  or 
accurafe  and  duped  physicians  mighf  inadequafely  resisf  pafienfs’  exhorfa- 
fions  fo  wrife  prescriptions  for  drugs  pafienfs  see  advertised.  The  quesfion 
is  nof  whefher  consumers  should  obfain  information  abouf  freafmenf 
opfions.  No  one.  Wolf  emphasizes,  would  dispufe  fhaf.  The  real  issue  is 
whefher  drug  adverfising,  whose  sole  aim  is  fo  sell  fhe  producf,  really  pro¬ 
vides  information  medical  consumers  can  use  fo  make  informed  decisions. 
The  education  of  pafienfs  and  physicians  is  foo  imporfanf  fo  be  leff  fo  fhe 
pharmaceufical  indusfry.  A  dangerous  markefing  fool  mighf  be  growing  af 
a  fime  when  if  can  leasf  be  appropriafely  monitored.  DTC  adverfising  is 
increasing  as  fhe  number  of  actions  faken  by  fhe  FDA  fo  enforce  adverfising 
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regulations  is  declining,  down  from  139  warning  letters  to  companies  or 
notices  of  violation  in  1997  to  less  than  an  estimated  75  in  20017 

Opponents  of  DTC  advertising  stress  that  research  has  raised  issues  with 
the  content  of  advertising.  According  to  studies  cited  by  critics,  a  substantial 
portion  of  people  believed  that  only  the  safest  and  most  effective  drugs  could 
be  advertised  directly  to  consumers.  Opponents  conclude  from  many  of 
these  studies  that  advertisements  contain  a  higher  proportion  of  promotional 
material  than  educational  material.®'^  The  purpose  of  DTC  advertising,  then, 
is  to  convince  and  not  inform,  they  argue,  raising  fundamental  questions 
about  the  value  of  DTC  advertising.  From  this  perspective,  the  pharmaceu¬ 
tical  industry’s  goal  in  DTC  advertising  is  to  maximize  the  consumption  of 
drugs,  not  necessarily  enhance  the  health  of  individual  patients. 

Writing  in  the  British  Medical  Journal,  J.R.  Hoffman  and  M.S.  Wilkes 
declare: 

Extending  the  scope  of  already  ubiquitous  promotions  about  “post-nasal 
drip,”  “unsightly  rashes,”  or  “cures”  for  baldness  has  little  to  do  with 
educating  patients  or  relieving  suffering.  It  will,  however,  inevitably 
drain  healthcare  dollars,  dramatically  increase  unnecessary  prescribing, 
and  strain  patient-doctor  relationships.^ 

Advertising  is  not  necessarily  education.  Limited  training  and  knowl¬ 
edge  might  overwhelm  the  patient  and  result  in  demands  for  inappropriate 
treatment  and  urmecessary  risks.  Patients  do  not  usually  have  the  necessary 
clinical  and  pharmacological  training  to  evaluate  a  medication’s  appropri¬ 
ateness.  Valuable  physician  time  might  be  wasted  in  dialogue  with  patients 
to  disabuse  them  of  misunderstandings  about  drugs  the  patients  have  seen 
advertised. 

Opponents  also  feel  that  advertising  actually  creates  a  costly  consumer 
demand.  DTC  advertising  in  many  cases  promotes  urmecessary  drug  con¬ 
sumption  and  inappropriate  care.  Higher  costs,  higher  insurance  premiums, 
and  urmecessary  adverse  reactions  to  medications  will  be  the  result. 

Proponents  of  DTC 

Supporters  of  DTC  advertising  see  the  situation  in  a  very  different  light. 
According  to  the  proponents  of  DTC,  advertising  can  be  educational,  even 
if  one  of  the  purposes  is  to  persuade.  Ads  inform  patients  about  the  existence 
of  pertinent  drugs.  These  ads  provide  a  better  match  between  patient  and 
drug.  Consumers  will  be  more  likely  to  bring  important  and  relevant  infor¬ 
mation  to  the  physician’s  attention,  information  that  might  otherwise  be 
overlooked  in  the  treatment.  Describing  symptoms,  for  instance,  becomes 
clearer  and  more  precise  when  patients  are  more  informed. 

The  inadequate  treatment  of  underdiagnosed  conditions  is  a  major  issue 
in  the  provision  of  health  care  in  the  U.S.,  ultimately  leading  to  higher  societal 
medical  costs.  Informed  patients  will  also  recognize  symptoms  of  treatable 


Chapter  twenty-six:  Trends  in  marketing  pharmaceuticals 


495 


conditions  and  seek  treatment  in  a  more  timely  fashion.  Compliance  with 
drug  regimens  will,  in  many  cases,  improve  because  the  prescribed  medica¬ 
tion  is  better  suited  to  individual  needs.  The  patient  will  also  be  more  likely 
to  return  to  the  physician  if  fhe  freafmenf  is  nof  working.  Increasing  con¬ 
sumer  awareness  will  help  reduce  underfreafmenf,  helping  fo  improve  fhe 
qualify  of  life  for  many  and  manage  fhe  overall  cosfs  of  healfh  care  for  sociefy. 
Direcf  adverfising  greafly  reduces  fhe  underfreafmenf  of  imporfanf  illnesses. 
Better-informed  and  aware  pafienfs  will  seek  help  for  fheir  medical  problems 
and  receive  a  safe  and  effecfive  prescribed  medicine.  Writing  in  JAMA,  Alan 
Holmer  of  The  Pharmaceutical  Indusfry  Trade  Association  mainfains, 
“Direcf-fo-consumer  adverfising  is  an  excellenf  way  fo  meef  fhe  growing 
demand  for  medical  information,  empowering  consumers  by  educafing 
fhem  abouf  healfh  condifions  and  possible  freafmenfs.”*  In  any  evenf,  DTC 
supporfers  highlighf  fhaf  fhe  real  gafekeeper  of  drug  prescribing  is  fhe  phy¬ 
sician  and  ofher  medical  professionals.  Physicians  will  only  wrife  prescrip¬ 
tions  for  a  drug  when  fhey  are  familiar  wifh  fhe  drug  and  comforfable 
prescribing  if.  Through  Web  sifes  from  scientific  sociefies,  publishing  com¬ 
panies,  universifies,  pafienf  organizations,  and  drug  companies,  consumers 
have  access  fo  a  wealfh  of  information  abouf  individual  drugs  and  fherapies. 
Buf  consumers  are  nof  free  fo  use  any  drug  fhey  wish.  The  physician  is  fhe 
wafchdog.  DTC  merely  provides  addifional  informafion  fo  consumers. 

Richard  L.  Kravifz  sums  up  how  fo  undersfand  fhe  nef  benefifs  and  risks 
of  DTC  adverfising  as  fhey  are  known  af  fhis  poinf.^  The  research  will  be 
complex  and  difficulf.  The  nef  public  healfh  gain  or  loss  will  be  defermined 
by  fhree  facfors:  (1)  fhe  currenf  prevalence  of  underfreafmenf  (fhe  number 
of  pafienfs  who  should  be  receiving  freafmenf  buf  are  nof  and  fhe  number 
of  pafienfs  receiving  incomplefe  care),  (2)  fhe  amounf  of  any  inappropriafe 
or  harmful  prescribing  sfimulafed  by  fhese  DTC  ads,  and  (3)  fhe  degree  of 
harm  accrued  fo  underfreafmenf  compared  wifh  fhaf  of  overfreafmenf.  He 
concludes  fhaf  DTC  adverfising  is  here  fo  sfay  The  real  issue  is  how  fo 
manage  fhis  consumer  adverfising  for  fhe  medical  benefif  of  fhe  consumer 
and  sociefy. 

Over-the-counter  (OTC)  switches 

OTC  usage 

More  fhan  700  OTC  producfs  have  ingredienfs  or  dosages  fhaf  were  previ¬ 
ously  available  only  by  prescription.  In  fhe  lasf  few  years,  pharmaceutical 
and  consumer  producf  companies  have  faken  fhe  process  of  using  OTC 
producfs  subsfanfially  furfher.  These  companies  have  begun  a  particularly 
sfrenuous  efforf  fo  see  whaf  prescripfion  producfs  will  be  suifable  fo  fhe 
consumer  markef.  Many  of  fhese  OTC-swifch  programs,  i.e.,  swifching  pre¬ 
scripfion  drugs  fo  consumer  producfs,  have  been  successful.  Some,  such  as 
fhose  involving  ibuprofen  and  H2  blockers,  have  been  highly  successful. 
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Before  1951,  it  was  basically  up  to  the  manufacturers  to  decide  whether 
a  drug  should  be  available  only  through  prescription.  Legislation  in  1951  set 
the  statutory  basis  for  distinguishing  between  prescription  and  OTC  medi¬ 
cines.  The  thalidomide  controversy  in  the  1960s  renewed  congressional  inter¬ 
est  in  the  issue.  By  1962,  Congress  passed  legislation  requiring  that  all  OTC 
products  be  reviewed  by  the  FDA  to  assure  safety  and  efficacy  for  the  labeled 
indications.  The  FDA  eventually  completed  a  massive  effort  to  review  the 
OTC  products  on  the  market.  As  a  consequence,  many  products  were  with¬ 
drawn  from  the  market  or  reformulated  because  of  insufficient  evidence  of 
effectiveness.  The  FDA  mandated  that  a  few  medicines  be  switched  from 
prescription  medication  to  OTC.  In  1975,  the  FDA  formalized  the  process  of 
OTC  switching,  designating  three  methods  to  begin  a  switch  approval  pro¬ 
cess: 

1.  As  an  individually  initiated  petition 

2.  As  a  supplement  to  a  new  drug  application  submitted  by  the 
pharmaceutical  manufacturer 

3.  Through  the  OTC  review  process 

Manufacturers  have  initiated  most  OTC  switches,  although  a  number  of 
cold,  cough,  and  allergy  products  were  switched  to  OTC  status  through 
initiation  of  the  panel  review  process.  In  a  recent  case,  a  health  care  man¬ 
agement  company  initiated  the  switch  process.  Blue  Cross  of  California 
petitioned  the  FDA  in  1998  to  have  Claritan,  Allegra,  and  Zyrtec  switched 
to  OTC.  Many  antihistamine  products  were  already  on  the  market,  but  these 
were  second-generation  drugs,  considered  to  be  more  effective  and  with 
fewer  side  effects.  After  reviewing  the  data,  the  FDA  Pulmonary- Allergy 
Drugs  Advisory  Committee  recommended  the  switch  of  Claritan  from  pre¬ 
scription  to  OTC,  although  the  manufacturer,  Schering-Plough,  publicly 
opposed  the  FDA  recommendation.  Over  time,  and  with  pending  patent 
expiry,  Schering-Plough  withdrew  its  objection. 

No  formal  FDA  guidelines  exist  for  OTC  switch,  but  the  FDA  uses 
several  evaluation  criteria  in  the  approval  decision.  The  drug: 

•  Must  be  safe  and  effective  without  the  supervision  of  a  licensed 
practitioner 

•  Flave  a  low  potential  for  misuse  and  abuse 

•  Treat  conditions  that  are  common,  benign,  and  self-diagnosable  by 
the  average  person 

•  Flave  labeling  instructions  understandable  to  the  average  person  who 
will  use  the  product 

The  FDA  looks  for  a  potential  OTC-switched  product  to  have  been 
marketed  as  a  prescription  product  for  at  least  5  years  in  the  U.S.,  though 
the  period  varies  by  geography.  The  European  Union  has  no  time  frame  for 
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OTC  switches,  whereas  Japan  requires  six  years.  For  the  FDA,  a  marketed 
prescription  drug  should  not  have  demonstrated  an  unacceptable  level  of 
adverse  events,  and  these  adverse  events  should  not  have  increased  over 
time. 

The  switch  to  OTC  products  has  met  with  a  strong  resonance  in  the 
marketplace.  OTC  switches  are  increasingly  popular  with  the  belief  fhaf 
pafienfs  should  play  a  more  cenfral  role  in  fhe  managing  fheir  own  healfh 
care.  In  fhe  U.S.,  mosf  people  affempf  fo  freaf  fheir  ailmenfs  wifhouf  profes¬ 
sional  consulfafion,  and  mosf  offen  wifh  an  OTC  medicine. Diagnosis  is 
fradifionally  used  fo  describe  acfivifies  by  physicians  wherein  superior  med¬ 
ical  knowledge  is  essential  fo  make  sound  decisions  and  avoid  cosfly  mis- 
fakes.  This  is  becoming  less  frue  as  an  increasing  number  of  self-diagnosis 
kifs  become  available  and  fhe  public  becomes  more  knowledgeable.  Swifch- 
ing  selecfed  prescription  drugs  fo  OTC  availabilify  provides  more  means  for 
a  pafienf  fo  freaf  a  self-diagnosed  malady. 

Many  supporf  increased  OTC  swifches  as  a  means  of  reducing  healfh 
care  cosfs.  European  healfh  care  aufho rifles  have  been  supporf ive  for  some 
fime  of  increased  self-medicafion  by  pafienfs.  Sfudies  in  fhe  U.S.  poinf  fo 
pofenfially  reduced  healfh  care  cosfs  from  fhe  use  of  OTC  producfs.  For 
example,  in  fhe  U.S.,  if  is  esfimafed  fhaf  people  saved  $1  billion  in  healfh 
care  cosfs  in  fhe  firsf  3  years  affer  a  fopical  hydrocorfisone  acefafe  was 
swifched  fo  nonprescripfion  sfafus.  Similarly,  fhe  OTC  availabilify  of 
swifched  vaginal  antifungal  preparations  subsfanfially  reduced  fhe  cosfs  of 
prescriptions  and  physician  services  in  an  HMO.  A  managed  care  organiza- 
fion  saved  around  25%  of  fhe  cosf  of  caring  for  pafienfs  wifh  nonsevere 
hearfbum  or  nonulcer  dyspepsia  by  using  an  OTC  acid  reducer. 

OTC  swifching  of  prescripfion  producfs  mighf  have  supporfers  in  many 
professional,  governmenf,  and  business  communities.  Nof  all  prescripfion 
drugs  lend  fhemselves  fhough  fo  a  consumer  version.  From  a  pharmaceutical 
company  perspective,  OTC  producfs  should  have  been  used  in  large  vol¬ 
umes  as  prescripfion  drugs,  eifher  by  a  large  number  of  people  or  by  a 
smaller  number  of  people  over  an  exfended  fime.  From  a  regulafory  view- 
poinf,  OTC  producfs  musf  be  safe  and  effective.  Several  fherapeufic  areas 
appear  mosf  likely  for  OTC-swifching  efforfs  by  pharmaceutical  companies. 
For  example: 

•  Hypertension.  Nearly  half  of  fhose  wifh  h5q)erfension  receive  no  freaf- 
menf.  Yef  if  is  fhe  chief  cause  of  sfroke  in  people  under  fhe  age  of  65. 
Direcf  medical  expenses  in  2000  exceeded  $25  billion.  Losf  wages  and 
decreased  producfivify  confribufed  fo  anofher  $8  billion. 

•  Osteoporosis.  Mosf  sufferers  receive  no  or  liffle  freafmenf.  Ninefy  per- 
cenf  of  women  and  99%  of  men  receive  no  freafmenf. 

•  Hypercholesterolemia.  Over  1.5  millions  will  die  from  myocardial  inf¬ 
arction  (MI)  and  many  survivors  will  have  serious  morbidify  issues. 
The  prevention  of  coronary  hearf  disease  fhrough  lipid-lowering  and 
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hypercholesterolemia  therapy  has  been  clinically  demonstrated  to 
reduce  cardiac  morbidity  and  mortality. 

•  Benign  prostatic  hyperplasia.  There  are  about  34  million  sufferers,  mosf 
wifh  a  severely  compromised  qualify  of  life. 

•  Mild  asthma,  arthritis,  incontinence,  insomnia,  migraine,  and  obesity. 

The  decision  to  switch  a  drug  to  OTC  status 

Research-based  pharmaceutical  companies  follow  several  basic  sfrafegies  in 
swifching  a  prescripfion  drug  fo  fhe  consumer  markef,  usually  before  a 
pafenf  expires  on  a  pofenfial  OTC  candidafe.  One  approach  is  fo  replace  an 
expiring  drug  wifh  an  OTC  version.  The  ofher  approach  is  a  dual  sfrafegy 
fo  markef  bofh  fhe  existing  prescripfion  drug  and  fhe  OTC  producf.  A  dual 
sfrafegy  uses  fhe  same  molecule  and  fhe  same  brand  name  simulfaneously 
in  fhe  prescripfion  and  OTC  markef,  buf  wifh  a  differenf  sfrengfh  or  indica¬ 
tion  from  one  anofher.  Dual  sfrafegies  have  been  more  widely  employed  in 
Europe  fhan  in  fhe  U.S. 

Pafenf  expiry,  however,  forces  major  changes  for  a  pharmaceufical  com¬ 
pany.  When  a  prescripfion  producf  pafenf  expires,  subsfanfially  cheaper 
generic  versions  of  fhe  same  drug  offen  enfer  fhe  markef,  capfuring  a  large 
porfion  of  sales  from  fhe  expired  drug.  The  markef  loss  mighf  fake  years, 
or,  as  is  more  offen  fhe  case,  fhe  markef  loss  is  dramafic,  sometimes  involving 
only  weeks.  The  drug  company  loses  markef  share  as  customers  swifch  or 
are  swifched  by  healfh  care  providers  and  professionals  fo  lower  cosf  generic 
versions. 

The  average  price  of  fhe  generic  prescripfion  is  usually  subsfanfially 
lower  fhan  fhe  branded  version  of  fhe  drug.  In  fhe  1980s  and  1990s,  several 
pharmaceufical  companies  esfablished  fheir  own  generic  subsidiaries  as  a 
way  of  dealing  wifh  pafenf  expirafions  in  fhe  hope  of  capfuring  many  of  fhe 
prescripfions  losf  fo  generic  compefifors.  Buf  wifh  fhe  advenf  of  a  generic 
compefifor,  branded  drugs  sales  decline  subsfanfially,  whefher  fhe  pharma¬ 
ceufical  company  subsidiary  or  an  independenf  generic  company  capfures 
fhe  prescripfion. 

Evenfually,  mosf  pharmaceufical  companies  wifhdrew  direcfly  from  fhe 
generic  business.  A  number  of  legal  issues  were  involved,  buf,  mosf  impor- 
fanfly  research-based  pharmaceufical  companies  realized  fhaf  fhey  could  nof 
operate  fheir  generic  subsidiaries  wifh  a  cosf  sfrucfure  necessary  for  fhese 
subsidiaries  fo  be  profifable.  Traditional  generic  companies  proved  fo  combine 
much  lower  operating  cosfs  wifh  a  production  and  markefrng  flexibilify  fhaf 
research-based  pharmaceufical  companies  could  nof  mafch.  Pharmaceufical 
companies  evenfually  abandoned  many  of  fheir  generic  subsidiaries  and 
looked  for  ofher  ways  fo  extend  fhe  revenues  of  fheir  drugs  facing  pafenf 
expiry. 

Swifching  a  drug  fo  OTC  sfafus  is  a  way,  in  some  cases,  for  pharmaceu¬ 
fical  companies  fo  offer  a  producf  fo  fhe  markef  as  ifs  prescripfion  drug 
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approaches  the  end  of  its  patented  life.  The  switch  can  offer  a  number  of 
benefits  to  the  pharmaceutical  company.  Successful  OTC  switches  means 
additional  revenues  to  the  pharmaceutical  company.  Also,  drugs  that  suc¬ 
cessfully  change  from  prescription  to  OTC  are  eligible  for  an  additional 
3-year  extension  to  their  patent  life.  The  3-year  extension  protects  the  drug 
from  generic  competition  and  also  provides  time  for  the  company  to  establish 
the  brand  name  of  the  OTC  product.  Pharmaceutical  companies  have  had  a 
difficult  time  competing  as  generic  companies.  A  successful  OTC  switch 
provides  a  valuable  tool  for  research-based  pharmaceutical  companies. 

The  decision  to  switch  a  prescription  product  to  the  OTC  market  is  a 
major  one.  It  has  taken  3.5  to  8  years  from  the  time  management  decided  to 
pursue  a  switch  until  the  product,  with  approved  labeling,  was  shipped  to 
the  market.  A  number  of  negatives  for  the  pharmaceutical  company  need  to 
be  considered  in  adopting  an  OTC-switch  strategy.  The  introduction  of  an 
OTC  version  of  a  product  may  accelerate  losses  in  the  product’s  prescrip¬ 
tions.  The  company  must  conduct  costly  clinical  trials  for  stability,  formula¬ 
tions,  and  packaging  criteria.  In  addition,  labeling  changes  are  required. 
Ultimately,  for  all  the  effort,  there  is  no  assurance  of  success  in  the  market¬ 
place. 

A  successful  marketing  program  for  a  switched  OTC  drug  is  usually  a 
demanding  effort.  For  many  ethical  pharmaceutical  companies,  OTC  mar¬ 
keting  is  substantially  different  from  prescription  drug  marketing.  Prescrip¬ 
tion  pharmaceutical  companies  have  developed  numerous  joint  ventures  to 
consumer  product  companies  to  market  the  switched  OTC  drug.  OTC  med¬ 
ications  basically  have  three  t5q)es  of  product  benefits:  efficacy,  safety,  and 
ease  of  use.  A  successful  marketing  strategy  requires  the  successful  devel¬ 
opment  and  communication  of  an  OTC  product’s  benefits.  These  usually 
involve  one  or  more  of  the  following: 

•  Efficacy  benefits 

More  effective  relief 
Fast  or  faster  acting 
Effective  on  severe  symptoms 
Long  or  longer  lasting 
Prevents  symptoms 

•  Safety 

No  or  fewer  side  effects 
No  interaction  with  other  medications 
Can  be  used  in  all  conditions 

•  Ease  of  use 

Easy  to  swallow 
Pleasant  tasting 
Easy  to  carry 

Can  be  taken  without  water 
Needs  to  be  taken  less  often 
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The  Pepcid®  AC  case 

The  Pepcid  AC  case  illustrates  many  of  the  factors  at  work  in  the  OTC-switch 
process.  Pepcid  AC  is  by  almost  every  account  one  of  fhe  mosf  successful 
examples  of  a  prescription  drug  swifched  fo  a  nonprescripfion  OTC.  The 
launch  of  Pepcid  AC  in  fhe  OTC  markef  resulfed  from  a  5-year  sfrafegy 
developed  by  Merck  and  Johnson  &  Johnson  fo  markef  OTC  versions  of 
Merck’s  leading  prescripfion  drugs.  Prescripfion  Pepcid  AC  was  fo  be  fhe 
firsf  case.  Originally  markefed  as  a  prescripfion  medicine  for  fhe  freafmenf 
of  ulcers,  Pepcid  AC  was  a  reduced-sfrengfh  version  markefed  fo  consumers 
for  fhe  relief  of  acid  indigesfion  and  hearfburn. 

Merck  realized  fhaf  Pepcid  AC  could  cuf  in  fo  sales  of  ifs  higher  dosage 
prescripfion  Pepcid,  which  would  nof  be  off  pafenf  by  fhe  fime  Pepcid  AC 
was  launched.  Merck  made  a  sfrafegic  decision  fo  follow  a  dual-producf 
sfrafegy  and  promofe  bofh  fhe  lower  dosage  Pepcid  AC  and  fhe  higher 
dosage  Pepcid. 

Merck  believed  fhaf  if  lacked  experience  in  fhe  OTC  markef  and  in  1989 
developed  a  50-50  join!  venfure  wifh  fhe  leading  consumer  producfs  company 
Johnson  &  Johnson  fo  become  a  major  player  in  fhe  OTC  markef.  The  jornf 
venfure,  Johnson  &  Johnson/Merck  Consumer  Pharmaceuticals  Co.  (JJM), 
drew  employees  from  bofh  parenf  operations,  acquiring  scientific  and  regula¬ 
tory  expertise  from  Merck  wifh  marketing  and  sales  expertise  from  Johnson 
&  Johnson. 

Pepcid  belonged  fo  a  revolutionary  class  of  prescripfion  anfiulcer  drugs, 
Hj-recepfor  anfagonisfs,  or  H2  blockers,  which  blocked  fhe  producfion  of 
gasfric  acid  in  fhe  stomach.  SmifhKline  and  French  infroduced  fhe  firsf  drug 
in  fhe  class,  Tagamef®,  in  1977.  Glaxo’s  Zanfac®  followed  in  1983,  quickly 
overfaking  Tagamef  as  fhe  largesf  selling  drug  of  any  kind  in  fhe  U.S.  Pepcid 
appeared  in  1986,  whereas  Lilly  infroduced  a  fourfh  drug  in  fhe  class,  Axid®, 
in  1988. 

While  mosf  observers,  including  many  in  Johnson  &  Johnson  and  Merck, 
expected  fhaf  Tagamef  HB,  fhe  OTC  version  of  Tagamef,  would  be  fhe  firsf 
Hj  blocker  fo  receive  FDA  regulatory  approval  for  fhe  OTC  markef,  Pepcid 
AC  evenfually  received  fhe  firsf  FDA  approval.  Work  on  Tagamef  HB  had 
begun  some  fime  before  fhaf  on  Pepcid  AC.  However,  Tagamef  HB  had  fo 
overcome  lingering  FDA  reservations  abouf  producf  safely  and  ofher  drug 
inferacfions.  Alfhough  Tagamef  evenfually  mef  fhese  FDA  concerns,  Pepcid 
AC  had  already  enfered  fhe  consumer  markefplace.  Ofher  competitors  were 
expected  fo  follow.  Glaxo  had  reached  an  agreemenf  wifh  Wamer-Lamberf, 
and  Lilly  an  agreemenf  wifh  American  Home  Producfs,  fo  develop  and 
markef  OTG  versions  of  fheir  own  H2 blockers. 

The  Pepcid  AG  managemenf  team  had  made  a  monumenfal  sfrafegic 
drug  developmenf  decision.  A  sense  of  urgency  in  fhe  JJM  camp  had 
prompfed  if  fo  begin  a  series  of  cosily  clinical  frials  in  a  simulfaneous,  rafher 
fhan  sequential,  fashion.  Alfhough  fhere  was  higher  risk,  fhe  sfrafegy  pro- 
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vided  JJM  with  the  data  necessary  to  be  first  to  market  when  the  FDA  slowed 
the  Tagamet  HB  approval. 

Pepcid  AC  anticipated  customers  from  two  distinct  but  related  markets: 
traditional  OTC  antacids  and  the  prescription  H2  market.  The  overlap 
between  the  two  categories  was  substantial,  as  physicians  had  increasingly 
prescribed  H2  blockers  for  fhe  relief  of  GERD  and  hearfbum,  even  when  no 
ulcer  sympfoms  were  presenf. 

JJM  conducfed  exfensive  markef  research  fo  prepare  for  Pepcid  AC’s 
OTC  launch.  Concepf  fesfing  began  in  1991  fo  develop  a  unique  and  sus- 
fainable  positioning  for  fhe  new  OTC  drug,  differenfiafing  if  from  Tagamef 
HB  and  ofher  anficipafed  enfranfs.  The  second  phase  of  fhe  fesfing  involved 
2000  consumers  selecfed  fo  include  represenfafive  subsamples  of  anfacid 
users  and  nonusers.  The  research  resulfs  in  firsf  year  volume  esfimafes  for 
Pepcid  AC  for  several  differenf  position  sfrafegies,  fwo  dosage  forms,  fhree 
pricing  levels,  and  fhree  alfernafive  compefifive  conditions.  For  insfance, 
fwo  main  posifioning  sfrafegies,  freafmenf  and  prevenfion,  were  fesfed.  The 
freafmenf  sfrafegies  examined  fhe  producf  benefifs  of  convenience  and 
long-lasfing  relief  againsf  ofher  compefifive  producfs,  in  which  Pepcid  AC’s 
performance  was  found  superior.  The  prevenfion  sfrafegies  concenfrafed  on 
fhe  drug’s  disfincfive  pofenfial  fo  prevenf  sympfoms.  Focus  groups  and 
addifional  concepf  developmenf  fesfing,  involving  hundreds  of  parficipanfs, 
continued  fhrough  1993  and  1995.  JJM  evenfually  decided  on  fhe  prevenfion 
sfrafegy. 

In  addifion  fo  consumer  research,  JJM  conducfed  markef  research  wifh 
physicians  fo  defermine  fheir  concerns  and  expecfafions.  Particularly  dis¬ 
fincfive  was  research  wifh  pharmacisfs.  The  resulfs  of  fhis  work  indicafed 
fhaf  pharmacisfs  felf  ignored  by  fhe  major  pharmaceufical  companies  despife 
fheir  desire  fo  fake  more  parf  in  consumer  education  and  advice.  JJM  con¬ 
cluded  fhaf  pharmacisfs,  in  parficular,  had  an  undersfanding  of  fhe 
longer-ferm  implicafions  involved  wifh  an  OTC  swifch.  JJM  decided  fo 
devofe  a  major  porfion  of  is  consumer  producfs  sales  force  fo  promofe  early 
awareness  and  enfhusiasm  for  Pepcid  AC  among  pharmacisfs. 

Armed  wifh  published  clinical  dafa  and  exfensive  markefing  research, 
JJM  began  an  aggressive  producf  launch  efforf,  including  90%  coverage  of 
all  refail  ouflefs  wifhin  5  weeks  of  launch.  The  entire  Merck  and  J&J  sales 
f earns  defailed  Pepcid  AC  fo  over  100,000  primary  care  physicians  and  gas- 
froenferologisfs.  Heavy  spending  on  consumer  adverfising  was  initialed, 
wifh  fhe  following  goals: 

•  Targef  women  35  years  and  more  who  are  fhe  key  household  pur¬ 
chasers  of  OTC  anfacids. 

•  Position  Pepcid  AC  fo  emphasize  prevenfion  and  highlighf  Pepcid 
AC  a  superior  breakfhrough  producf  when  compared  wifh  anfacids 
in  ferms  of  prevenfion  and  durafion  of  relief. 
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•  Communicate  the  benefits  of  being  able  fo  “eaf  fhe  foods  you  wanf” 
and  “sleep  fhrough  fhe  nighf,”  benefifs  nof  pushed  in  fhe  prescripfion 
herifage  of  Pepcid. 

Defailed  moniforing  of  fhe  emerging  HjCompefifors  remained  an  impor- 
fanf  parf  of  JJM’s  efforf,  consuming  significanf  resources  and  managemenf 
affenfion.  Pepcid  AC  developmenf  and  markefing  fouched  on  virfually  every 
aspecf  of  an  OTC  swifch.  Merck  fook  fhe  crifical,  and  ulfimafely  successful, 
decision,  fo  dual  markef  Pepcid  and  Pepcid  AC.  The  join!  venfure  fook  major 
financial  risks  in  ifs  clinical  frial  program.  The  producf  posifioning  and 
rollouf  program  also  represenfed  a  major  markefing  challenge.  From  acfual 
producf  launch  on  June  4, 1995,  Pepcid  AC  capfured  and  mainfained  a  large 
porfion  of  fhe  markef. 


Conclusion 

The  markefplace  for  prescripfion  and  OTC  drugs  has  grown  subsfanfially 
in  fhe  lasf  decade.  For  cerfain  cafegories  of  drugs,  fhe  changes  in  how  fhese 
drugs  are  markefed  have  been  immense.  The  movemenfs  foward  DTC  adver¬ 
tising  and  OTC  swifch  are  in  line  wifh  fhe  growing  emphasis  on  people 
being  responsible  for  fheir  own  healfh  care.  The  exploding  number  of  infor¬ 
mation  charmels  also  presenfs  drug  consumers  wifh  a  near-overwhelming 
volume  of  dafa.  In  many  ways,  DTC  advertising  and  OTC  swifching  are  in 
fheir  infancy.  However,  much  DTC  advertising  and  OTC  swifches  have  led 
fo  major  shiffs  in  fhe  drug  sales.  The  changes  of  fhe  lasf  decade  may  only 
be  a  preview  of  more  profound  changes  in  fhe  coming  decade. 
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Economic  order  quantity,  175-177 
Economic  reward  systems,  255-256 
Effective  management,  using  systems 
theory,  18,  19-22 
Efficiency  (activity)  statements, 

155-158 

eHealth,  447-454,  see  also  Internet 
Eisenhower,  Dwight,  300 
Ellwood,  Paul,  346 
Emotional  intelligence,  61-62 
and  leadership  styles,  62-65 
Emotional  outbursts,  dealing  with, 
126-128 

Employee  compensation,  89-94 
Employee  evaluation,  99-100,  see  also 
Performance  management 


Employee  management,  99-119,  see  also 
Performance  management 
Employee  market  pricing,  90 
Employee  recruitment,  G7-S7 
Employee  retention,  87-89 
demographics  of,  67-68 
Errors,  see  Medication  errors 
Evaluation 

drug  use,  195-196,  see  also  Drug  use 
evaluation  (DUE) 
employee,  99-100,  see  also 

Performance  management 
of  outcomes,  244-245 
Excellence,  in  workplace,  achieving, 
52-53 

Exemptions,  from  Fair  Labor  Standards 
Act,  91-94 

Experimental  drug  coverage,  336 

F 

Failure  mode  and  effects  analysis,  273 
Fair  Labor  Standards  Act,  90-94 
exemptions  from,  91-94 
violations  of,  and  consequences,  94 
False  Claims  Act,  428 
False  Claims  Statutes,  429 
Fayol,  Henri,  26 

Fayol’s  Principles  of  Management,  27 
FDA,  see  Food  and  Drug  Administration 
Federal  Food  and  Drug  Act  (1906), 
344-345 

Fee  for  service  contracting,  in  health 
maintenance  organizations, 
329 

Feedback,  13-14, 15 

models  of,  in  performance 

management,  115-116 
professional,  emotional  outbursts  in, 
127-128 

in  systems  management  theory,  18 
Fellowship,  defined,  372 
Fellowship  training,  378 
Financial  statements,  146-149 
accounts  receivable  turnover, 
155-158 

acid-test  ratio,  153-154 
auditing,  160 

comparative  analysis  of,  149-150 
current  ratio,  152-153 


510 


Managing  Pharmacy  Practice 


efficiency  (activity),  155-158 
horizontal  analysis,  150 
long-term  condition,  158-160 
profitability,  154-155 
rate-of-debt-to-total-assets  ratio, 
158-159 

ratio  analysis,  151 
solvency,  152-155 

times-interest-earned  ratio,  159-160 
used  by  creditors,  owners, 

management,  150-151 
vertical  analysis,  150-151 
working  capital,  152 
First-in-first-out  (FIFO)  valuation, 
178-179 

Fleetwood  Project,  356 
FLSA,  see  Fair  Labor  Standards  Act 
Food,  Drug,  and  Cosmetic  Act  (1938), 
345 

Kefauver-Harris  amendments  to, 
349 

Prescription  Drug  Marketing  Act 
amendment  to,  429M30 
Food  and  Drug  Administration,  344-345 
MedWatch  system,  191 
Food  and  Drug  Administration 

Modernization  Act  (1997), 
353-354 

Formulary  monograph,  189-190 
Formulary  system,  186 
closed,  188-189 
mixed,  188-189 
open,  188-189 
parts  of,  187 

Formulary  system  management, 
183-184,  186-187 
drug  use  programs  in,  190-191 
policies  of,  typical,  187-188,  189-190 
product  selection  in,  189-190 
Fraud,  health  care,  428-429,  see  also 
Compliance  programs; 
Compliance  regulations 
legislation  against,  429-431 

G 

Garfield,  Sidney,  346 
Generally  accepfed  accounting 

principles  (GAAP),  141 
Geriatric  pharmacist,  certified,  380 


Group  purchasing  organization  (GPO), 
165,  167-168 

H 

Health  care  management,  42-43 
Health  care  policy /system(s),  297-298 
insurance  development  in,  299-302, 
317-319,  see  also  Health 
insurance 

and  pharmacy  practice  in  United 
States,  341-367,  see  also 
Accreditation  programs; 
Pharmaceutical  care; 
Pharmacist(s) 
seminal  events  in,  362-363 
public  vs.  private  care  in,  299 
Health  care  professionals,  see 
Professionals 

Health  Care  Quality  Improvement 
Program,  360 
Health  insurance,  297-298 

and  clinical  practice  guidelines,  316 
coverage  in  United  States,  297-298, 
317-319 

development  of  programs  in  United 
States,  299-302,  317-319 
employer  sponsored,  300-302, 
302-306,  318 
cost  of,  304 

and  job  related  decisions,  304—305 
large  companies,  303 
midsize  companies,  303-304 
plans  offered  in,  305-306 
small  employers,  304 
and  health  care  efficiency,  314-316 
individually  sponsored,  306-307,  318 
managed  care,  312-317 
Medicaid,  307-309 
Medicare,  310-312 
and  pharmacy  benefit  management, 
316-317 

point  of  service  plan,  314 
preferred  provider  organization, 
313-314 

primary  care  case  management,  314 
purchasers  of,  302 
State  Children’s  Health  Insurance 
Program,  309-310 
underinsured  participants  in,  318 


Index 


511 


Health  Insurance  Portability  and 
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Health  Maintenance  Organization  Act 
(1973),  301,  352 

Health  maintenance  organizations, 

312-313, 314-316, 346,  see  also 
Benefit  management 
pharmacy  accreditation  programs 
for,  388 

Hersey,  Paul,  58 
Hill-Burton  Act  (1946),  346,  348 
Hiring,  see  Recruitment,  employee 
Holistic  approach,  to  patient  care, 
240-241 
Holmer,  Alan,  495 
Horizontal  analysis,  150 
Hospital  pharmacists,  348 
Humphrey,  Hubert,  347 
Hyperlipidemia,  management  of, 
288-289 

Hypertension,  management  of,  287-288 

I 

Income  statement,  146-147 
Indian  Health  Service,  U.S.,  349 
Indirect  purchasing,  164,  165-166 
Individual  pharmacist  advanced 

practice  credentials,  379-382 
certified  geriatric  pharmacist,  380 
disease  management  certification, 
380 

multiprofessional  organization 
certification  of,  381-382 
specialty  certification,  379-380 
Internal  value  determination,  employee, 
90 

International  graduates,  in  pharmacist 
workforce,  467,  482 
Internet,  services  on,  363-364,  448-449 
accreditation  programs  for,  388-389 
commercial,  450-452 
future  of,  454M55 
health  information,  450 
intercommunication,  453-454 
technologic  advances  in,  452M53 
telemedicine,  454 
Interview(s),  job  candidate,  78-82 
Interview  notes,  80-81 
Interview  preparation,  70-78 


phone  or  in-person,  73,  76 
scheduling  in,  76 
Interview  questions,  71-73 

appropriate  and  inappropriate,  74-75 
Inventory  control,  175-178,  179-180 
Inventory  management,  173-174 
controlling  inventory  in,  175-178, 
179-180 

and  costs,  174-175 
turnover  rate  in,  177-178 
valuing  inventory  in,  178-179 
visual  inspection  control  in,  179-180 
Inventory  turnover  rate,  177-178 

J 

Job  description,  70 
Johnson,  Lyndon,  301 
Joint  Commission  on  Accreditation  of 
Healthcare  Organizations 
(JCAHO),  382-388 
medication  management  chapter  of, 
383-385 

ORYX  indicators  of,  387-388 
patient  safety  goals  of,  385-386 
sentinel  event  reporting  in,  385-386 
survey  methodology  of,  386-387 
Journal  and  ledger  maintenance, 
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Jung,  Carl,  13 
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Kaiser  Health  Plan,  346,  352 

Kefauver-Harris  Amendments,  349 

Kennedy,  John  E,  301 

Kessler,  David,  353 

Kinyoun,  Joseph  J.,  345 

Kotter,  John,  18 

Kravitz,  Richard  L.,  495 

L 

Last-in-first-out  (LIFO)  valuation, 
178-179 

Lazarus  Report,  470 
Leadership,  57-58,  65-66 

current  research  in  theory  of,  59-60 
emotional  intelligence  and,  61-62 
styles  of,  62-65 
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theories  of,  58-62 
transformational,  60-61 
Leapfrog  Group,  390 
Ledger  postings,  144-145 
Legislation 

governing  United  States 

pharmaceutical  industry, 
344-355 

and  health  care  insurance, 

299-319,  see  also  Compliance 
regulations 
License,  defined,  372 
Licensure 
defined,  373 
pharmacist,  374-375 
Limited  distribution  programs,  165 
Listening  skills,  123-125 
Long-term  condition  statement, 
158-160 

M 

Managed  care,  312-313,  314-316, 

346 

pharmacy  accreditation  programs 
for,  388 

and  pharmacy  benefif,  323-327, 

see  also  Benefit  management 
Management,  science  of,  6 
Management  skills,  2-3 
Management  theory(ies),  2 
behavioral,  7 

classical,  3-6,  see  also  Organizational 
management  theory 
systems,  8,  see  also  Systems 
management  theory 
Managers,  health  care  professionals  as, 
47-53 

Manufacfuring,  pharmaceutical, 
342-344,  see  also 
Pharmaceutical  industry 
Market  pricing,  employee,  90 
Marketing  practices,  487-488 

direct-to-consumer  advertising  in, 
488-495 

over-the-counter  switches  in, 
495-502 

prescription  drug,  429M30,  441-443 
Maslow,  Abraham,  7 
Maslow’s  hierarchy  of  needs,  129-130 


McGregor,  Douglas,  7,  31 
Medicaid 

administration  of,  307-309 
covered  populations  in,  308-309 
creation  of,  301,  349-352 
expenditure  control  in,  309 
funding  of,  308 

income  standards  for  eligibility  in, 
308-309 
Medicare,  310 

creation  of,  301,  349-350 
eligibility  in,  310-312 
and  HMO  participation,  311-312 
Part  B,  311 

provider  payment  from, 

quality-based,  360-361 
restructuring  and  refinancing  of, 
359-360 

resfrucfuring  of,  312 
services  covered  by,  311 
Medicare  Part  B  copayments,  waiver  of, 
441 

Medication,  in  therapy 
management  of,  255 
problem  solving  in,  243-244 
Medication  errors,  261-262 
analyzing,  273 
classifying,  273-275 
definition  of,  262 
defecting,  264-265 
human  factor  in,  263-264 
in  medication  use  system,  265-273, 
271 

drug  administration,  269-270 
drug  dispensation,  267-269 
drug  monitoring,  270 
drug  selection,  266 
lack  of  patient  information,  266 
orders /prescription,  266-267 
patient  safety  goals,  270-273 
verbal  orders,  267,  268 
nonpunitive  response  to,  265 
and  patient  safety  goals,  270-273, 
275-276 

reasons  for,  262-263 
reporting,  191,  275 
types  of,  264 

Medication  use  evaluation  (MUE), 
see  Drug  use  evaluation 
(DUE);  Pharmaceutical  care 
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Medication  use  management  (MUM), 
190-191, 329,  see  also  Drug  use 
evaluation  (DUE); 
Pharmaceutical  care 
Medication  use  system,  265-273,  see  also 
Drug  use  evaluation  (DUE); 
Pharmaceutical  care 
dispensing  errors,  267-269 
drug  administration  errors, 

269-270 

drug  monitoring  errors,  270 
drug  selection  errors,  266 
lack  of  patient  information,  266 
orders /prescription  errors,  266-267 
patient  safety  goals  in,  270-273 
verbal  order  errors,  267,  268 
MedWatch  system,  FDA,  191 
Mentoring,  99-101 

Motivation,  of  health  care  professionals, 
45-46 

Multiprofessional  organization 
certification,  381-382 

N 

National  Association  of  Boards  of 
Pharmacy  Licensing 
Examination  (NAPLEX),  375 
National  Association  of  Chain  Drug 
Stores,  surveys  on 
pharmacist  workforce, 
470M71 

National  Institutes  of  Health,  345-346 
National  Quality  Forum  (NQF),  389-390 
Nixon,  Richard,  301,  346,  352 

o 

Office  of  the  Inspector  General  (OIG), 
428,  see  also  Compliance 
programs;  Compliance 
regulations 

Online  pharmacies,  see  Internet 
Ordering,  mechanics  of,  175-177 
Organization(s),  25-26 

national  pharmacy,  listing  of, 
420M24 

professional  pharmacy,  391,  395-396, 
see  also  Professional 
organizations 


Organizational  management  theory, 
25-26 

authority  and  power  in,  27-31 
chain  of  command  in,  27 
classical,  26-31 
modern,  31-32 

specialization  of  labor  in,  26-27 
Organizational  structures,  25-26,  32-37 
informal,  36-37 
matrix,  35 
mechanistic,  34-35 
organic,  35-36 
Organizing  process,  4-5 
ORYX  indicators,  387-388 
Ouch  formula,  115 
Ouchi,  William,  32 
Outcome  evaluation,  244—245 
Outcomes,  supporting  pharmaceutical 
care,  245-246 
clinical  evidence,  246 
economic  evidence,  247 
humanistic  evidence,  246-247 
Over-the-counter  marketing,  495-502 
likely  products  for,  497-498 
Pepcid  AC  case  in,  500-502 
in  reducing  costs  of  health  care,  497 
strategies  for  changing  from 

prescription  to,  498M99 
time  in  prescription  market  and, 
496-497 

Owner’s  equity  statement,  147 

P 

Pacesetting  style,  of  leadership,  65 
Patient  assessment,  242-243 
Patient  care  process,  239-240,  242-245, 
see  also  Disease  management; 
Pharmaceutical  care 
history  of,  234-235,  281-283 
Patient-centered  approach,  239 
Patient  safety  goals,  270-273,  275-276 
PDCA  cycle,  207-208 
act  phase  of,  227-228 
check  phase  of,  222-226 

indicator  reassessment,  222-224 
lessons  learned  identification,  226 
progress  barrier  identification, 
224-226 

do  phase  of,  220-222 
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education,  221-222 
implementation 

recommendation,  220-221 
in  pharmacy  practice,  208-209 
plan  phase  of,  209-220 

action  plan  creation,  219-220 
baseline  data  analysis, 

214-216 

current  practice  review, 

216-217 

literature  review,  212-213 
problem  definition,  209-212 
quality  indicators  definitions, 
213-214 

root  cause  analysis,  217-218 
team  creation,  212 
work  teams  in,  206 
Performance  improvement  plan,  118 
Performance  management,  102-103 
annual  cycle  of,  106-107 
appraisals  in,  104,  107-108 
assignments  and  job  descriptions  in, 

105- 106 

and  business  goals,  103-104 
coaching  in,  101-102,  111-116 
feedback  models  in,  114-116 
frequently  asked  questions  about, 
110-111 
goals  of,  106 
progress  reviews  in,  108 
supervisor  and  employee  rights  in, 
104-105 

team  evaluation  in,  109-110 
tips  and  ideas  in,  108-109 
and  training,  104 
types  of,  99-101 

Performance  management  cycle, 

106- 107 

Personality  models,  131-134 
Peter  Principle,  47-48 
Pharmaceutical(s) 

and  inventory  control,  173-181, 

255,  see  also  Inventory 
management 

manufacture  of,  and  pharmacy 
practice,  341-367,  see  also 
Pharmaceutical  industry; 
Pharmacist(s) 

marketing,  488-502,  see  also 
Marketing 


purchasing,  164-172,  see  also 
Purchasing 
shortages  of,  171-172 
Pharmaceutical  care,  233-234,  355-359, 
see  also  Pharmacist(s); 
Pharmacy  practice 
assessment  of  patient  in,  242-243 
care  plan  development  in,  244 
compensation  for,  257 
drug  therapy  problem  solving  in, 
243-244 

economic  reward  systems  in,  255-256 
evaluation  of  outcome  in,  244-245 
failure  of,  and  improvements, 
235-237 

future  of,  256-257,  359-364 
history  of,  234-235 
holistic  approach  to,  240-241 
outcomes  supporting,  245-246 
clinical  evidence,  246 
economic  evidence,  247 
humanistic  evidence,  246-247 
patient  care  process  in,  242-245 
patient-centered  approach  to,  239 
and  pharmacist  workforce  shortage, 
478-180 

philosophy  of,  238 
practice  management  system  in, 
245-256,  see  also  Pharmacy 
practice  management  system 
practice  of,  237-240 
responsibilities  of,  240 
social  need  for,  238-239 
and  therapy,  239-240 
Pharmaceutical  industry,  in  United 
States,  342-344 
legislative  control  of,  344-355 
pharmaceutical  manufacture  and  rise 
of,  342-344 

producf  marketing  by,  354-355, 

see  also  Marketing  practices 
Pharmaceutical  manufacturing,  342-344 
Pharmacist(s) 
clinical,  348-349 
code  of  efhics  for,  53-54 
as  compounders,  342-344 
credentials  of,  369-373,  see  also 
Accredifation  programs 
as  dispensers,  347-349 
hospital,  348 
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and  manufacture  of  pharmaceuticals, 
342 

as  Medicare  health  care  providers, 
360-361 

and  pharmacy  practice,  1-2, 237-240, 

341- 342,  355-359,  see  also 
Pharmaceutical  care 

in  health  maintenance 
organizations,  352 
on  Internet,  363-364 
legislative  management  of, 

342- 349,  353-355 

under  Medicare  and  Medicaid, 
349-352,  359-361 
quality  control  issues  of,  355-359 
shortage  of,  see  Pharmacist  workforce 
Pharmacist  workforce,  457-460, 460-461 
Aggregate  Demand  Index  of, 
472-474 

American  Society  of  Health-System 
Pharmacists  surveys  of, 
469-470 

Congressional  report  (2000)  on, 
464-465 

Drug  Topics  surveys  of,  471-472 
dynamics  of  shortage  in,  474-480 
ambulatory  pharmaceutical  care, 
478-480 

community  pharmacy  growth, 
475 

managed  care,  478—480 
prescription  demand  in  retail 
sector,  475-478 
recent  information,  460—461 
remedies  for,  461M62 
international  graduates  in,  467 
Lazarus  report  on,  470 
model(s)  describing,  460 
supply,  465-469 

National  Association  of  Chain  Drug 
Stores  surveys  on,  470—471 
solutions  to  shortage  in 

automation  and  technology, 
484-485 

increasing  pharmacy  school 
enrollment,  480—481 
international  graduate  hiring,  482 
new  pharmacy  school  creation, 
482 

pharmacy  technicians,  483 


productivity  increase,  483—484 
regulatory  changes,  484 
retirement  postponement, 

482-483 

supply  and  demand  in,  463-464 
Pharmacist  Workforce:  A  Study  of  the 
Supply  and  Demand  for 
Pharmacists,  464-465 
Pharmacogenetics,  361,  363 
Pharmacogenomics,  361,  363 
Pharmacy  and  therapeutics  committee, 
183-185,  348 

conflict  of  interest  situations  in, 
191-192 

and  formulary  system  management, 
186-192,  see  also  Formulary 
system;  Formulary  system 
management 
organization  of,  184-185 
primary  function  of,  186 
subcommittee  functions  in,  185-186 
Pharmacy  associations,  see  also 

Professional  organizations 
national,  listing  of,  420-424 
Pharmacy  Manpower  Project, 

Aggregate  Demand  Index, 
472-474 

Pharmacy  practice,  1-2,  237-240, 

341-342,  355-359,  see  also 
Pharmaceutical  care 
and  corporate  compliance,  440—441, 
see  also  Compliance 
programs;  Compliance 
regulations 

in  health  maintenance  organizations, 
352,  see  also  Benefit 
management;  Health 
maintenance  organizations 
on  Internet,  363-364,  see  also  Internet 
legislative  management  of,  342-349, 
353-355 

management  of,  245-247,  see  also 
Pharmacy  practice 
management  system 
under  Medicare  and  Medicaid, 
349-352,  359-361,  see  also 
Medicaid;  Medicare 
quality  assurance  of,  355-359, 

382-388,  see  also  Compliance 
programs;  Compliance 
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regulations;  Quality 
assurance 

Pharmacy  practice  management  system, 
245-247 

collaborative  relationship 

development  in,  254-255 
documentation  in,  253-254 
economic  reward  systems  in,  255-256 
plan  creation  for,  248-252 
promotion  and  marketing  for, 
252-253 

Pharmacy  provider  networks,  337-339 
Pharmacy  residency  programs,  376-378 
Pharmacy  school  enrollment,  480^81 
Pharmacy  technician(s),  483 
Pharmacy  technician  certification,  284, 

375- 376 

Pharmacy  Technician  Certification 
Board,  355-356,  376 
Plan  design,  for  pharmacy  benefits, 
331-332,  332-337,  see  also 
Benefit  plan(s) 

Planning  process,  3—4 
Point  of  service  plans,  314 
Postgraduate  training  programs, 

376- 379 

Practice,  see  Pharmacy  practice 
Preferred  provider  organizations, 
313-314 

Prescription  Drug  Marketing  Act, 
429-430 

Prescription  drug  marketing  practices, 
441-443 

Primary  care  case  management,  314 
Prime  vendor  relationship,  165,  166 
Prior  authorization  program,  337 
Privileging,  defined,  373 
Productivity  increase,  483M84 
Profession(s),  historical  development  of, 
39-40 

Professional(s),  health  care,  39-53, 
see  also  Pharmacist(s) 
attributes  of,  40—11 
and  burnout,  48-51 
commimication  in  managing,  47 
covert  leadership  in  managing,  43M4 
credentials  and  accreditation  of, 

369-373,  see  also  Accreditation 
programs 

influential,  identifying,  44—45 


as  managers,  47-53 
motivating,  45M6 

rewarding  and  reinforcing  behavior 
of,  46-47 

socialization  process  of,  41-42 
specific  management  requisites  of, 
42-47 

women,  expectations  of,  50 
Professional  organizations,  pharmacy, 
391,  395-396 

advocacy  role  of,  401M04 
data-collecting  role  of,  409—410 
educational  role  of,  407—408 
government  of,  412—413,  414 
history  of,  397-398 
informational  role  of,  408—409 
joining,  417-418 
leadership  role  of,  410—411 
listing  of,  420—424 
management  of,  413,  414 
opportunities  afforded  by,  418-419 
policy  making  by,  413 
professional  development  role,  413, 
414-417 

profit  and  nonprofit,  398-400 
public  service  role  of,  411—412 
representative  role  of,  404-405 
social  structure  of,  398—401 
standards  development  by,  405—407 
as  systems,  401 

Profitability  statement,  154—155 
Provider(s),  in  health  maintenance 
organizations,  328 
Provider  networks,  in  health 

maintenance  organizations, 
337-339 

P&T  committee,  see  Pharmacy  and 
therapeutics  committee 
Purchase  order,  165 
Purchasing,  163-164 

controlled  substances,  170-171 
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